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3. Make the following revisions to the label.

A. Revise page the “Precautionary Statements” at the beginning of pagetwo 10 read
exactly as follows:
“PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS
- DANGER Causes irreversible eye domage. Harmful if swallowed or absorbed through the
skin. Do not get in eyes or on clothing. Aveid contact with skin. Wear safety glasses...”

B. Revise the “Direction for Use” to include the following language:

SMICROL Preservative should be added to the mineral oil...and odors in the lubricant cansed
by microorganisms. Add MICROL Preservative ar any convenicn time during the mixing
process.”

“Np finished products containing MICROL Preservative may make any public health claims
. relating to antimicrobial activity without EPA pesticide registration, When incorporated into
Iubricant, this product does not protect users...”

i If these conditions are not complied with, the registration will be subject 10 cancellation in
' accordance with FIFRA sec. 6(g). Your release for shipment of the product constitutes acceptance
of these conditions. -

A stamped copy of the labe! is enclosed for your records. Submit one (1} copy of the final
printed label prior to the release of the product for shipment. 1f you have any questions COnCeming
this letter, please eontact Tracy Lantz at (703) 308-64135.

Sincerely,

oA

Velma Noble

Product Manager 31

Regulatory Management Branch 1
Antimicrobial Division (7510C)

-

Enclostre: stamped label
7810C:T. Lantz: 12/16/05:82076-1
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MICROL* Preservative
An Antimicrobial Preservative for Industrial Use in Food Grade Lubricating Oils

KEEP OUT OF REACH OF CHILDREN

DANGER

Active ingredieit

BUZOIC BT vt sre e canenasebe e paa st s saras it ss s aesenssnees D30
Other ingredients (WABI oo e sececrmrses e ssases st snesssanesnesses G170
TOAD v vrrcecsescrcesreescere e e ererbsissasemnerssssssarassssesassnssmessesserssesrsseensasennenees }DLO0%
FIRST AfD:
Have the product contaner or label with you when catling a poison conirol center or doctor, or poing for reximeni.
IFIN EYES ! s Hold eve open and rinse stowly and gemiy with waier for 15-20 ninics.

Remove contact lenses, iF preset, aller the first S minutes, 1hey continue
nasing oye

s (alf 3 poison controf cemer or doclor for rreatment advice

fF INHALED »  Muove persoyn {o fresh air

« fperson is oot bremthing, cali 01 or an amtbulance, then give anificial
respiration, preferably by month, if possible

o Call a poizon contral cener or doctor for further treatmem advice

F SWALLOWED «  hnmediately call s paison control center or doclor
s Do pot induet vomiring uisess jokd to do so by n poison contrel center or
dacior

s  DPonot pive any Hquid 1o the persen.
s Ponot give anvthing by mouth 10 an unconscious person

- IF ON SKIN OR s Take off contmninated clothing
CLOTHING o Rinse xkin immedimely with plenty of water tor 15-20 minmes
l s {all & poisan comrol center or doctor for treatment advice

FOR 24-HOUR EMERGENCY MEDICAL ASSISTANCE, CALL THE NATIONAL POISON CONTROL
CENTER 1-800-222-1222

LEPA Rep. No. xxxx-x

EPA Establishment No. xxxxx-xx-x ACCEPTED
with COVIMENTS
Net Contents: 100 1b (45.4 kg) - EPA Letter Dated:

Petro-Canada Lubricants Division
385 Southdown Rd.

Mississauga, Ontario 1.3 2Y3 CANADA Undert the Federal Ingecticide,
Fmepcide, and Rodengiode Actas
gmended, for the posucide,
regsiered under EPA Reg. No.

K25 T

: 2% WA
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS

SERPOMS. Causes irveversible eye injury, Harmful if swallowed. Avoid contact with skin, Do not get
in eyes or on clothing, Wear safety glasses or goggles and protective gloves made of butyl rubber, PVC,
or ncoprene. Wash thoroughly with soap and water afier handling and before eating, drinking, chewing
um or using tobacco. Remove contaminated clothing and wash before reuse,

- ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product imto lakes, streams, ponds, estuaries, ceeans, or other
walers unless in accordance with the reguirements of a National Pollutant Tiischarge Elimination System
{INPDIS) pennit and the permitting authority has been notified prior to discharge. Do not discharge
effiuent conraining this product 1o sewer systems withous previpusly notifying the local sewage treatment
plam authority, For guidance contact your State Water Board or Regional Olfice of the TPA,

DIRECTIONS FOR USE
It is a violation of Federal Law 1a use thtis product in a manner inconsistent with its labeling.

MICROL Preservative should be added to tlie mineral oil componemt of lubricants compliant with 21
CFR 1783570 at a maximum level of 1,0%, in order to prcw;'nt decomposition and odors in the lubricant
caused by microorganisms, MICROL Preservative SRS a1 any conveniend ime during the
mixing process.

Finished products containing MICROL. Preservative may g make public health clalms relatmn to
antimicrobial activity without EPA pesticide registration, When incorporated into fRENGREREESGR, t1is
product does not protect users of any such treated article or others against foodborne or dlscasc causing
bacteria, viruses, germs or olher disease causing organisms.

This product is compliant with 21 CFR 184.1021.

STORAGE AND DISPOSAL
Do not conminate water, food or feed by storage and disposal.

Pesticide Storage: Kceep product dry <uring storage.

Pesticide Disposal: Wastes resubing firom ihe use of this product must be disposed of on siie or at an
approved waste disposal facility.

Container Disposal: Comipletely empty liner by shaking and tapping sides and bottom {o loosen clinging
particles. Empty residue into application equipment. Then dispase of liner in a sanitary landfill or by
incineration if allowed by state and local authorities. f drum is contaminated and cannot be reused,
dispose of 1t in the manner required for iis liner.

ACCERTED
; with COMMENTS
* MICROL i3 a trademark of Poiro Canada EPA Letier Dated:
124172004 Draft g{& -
Under the Federat Insecticids,

Fungicide, and Rodenticide :ctag
amended, for the pesiude,
registered under EPA Rey. No.
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% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

o

. WASHINGTON, D.C. 20460
Rl m{}‘,é“(g
e
OFFICE OF
ECISION MEMORANDLUIM PREVENTICN, PESTICIOES AND
TORIC BUBSTANGES

SUBIECT: Registration of Benzoic Acid ’_j
FROM: frank T. Sanders, Director j s &f’., /

Antimicrobials Division {7510(,) / ff‘r :
TO: James Jones, Director

Office of Pesticide Programs (7501 C)
REGISTRANT: Petro-Canada Specialty Products and Fluids
CHEMICAL: Benzoie Acid
PRODUCTS: MICROL Preservative {EPA File Symbol 82076-R)
Uses: Antimicrobial Preservative for Food Grade Lubricating Oils

Type of Registration: Unconditional

Missing Data: None

HIGHLIGHTS OF SCIENCE REVIEWS:
TOXICOLOGY:

Benzoic Acid is the chentical benzenccarboxylic acid (C,H,0,) occurring in nature in free
and combined forms. Toxicological data on sodium benzoate may be used to support
benzoic acid since sodium benzoatce is rapidly metabolized to benzoie acid in mammals,
As part of its tolerance reassessment, HED has completed a review of sodium benzoate
which concluded that there were no tox end points and that it may be characterized as low
risk. The Food and Drug Administration has approved benzoic acid as a Generally
Recognized As Sale substance (GRAS) as a direct food additive substance at .1% in
food (21 CFR 184.1021 (d)). This ingredient is also defined as an antimicrobial agent in

interned Address (URL} « hifpifewnwepagov
RecycisdiRecyciable « Printad with Vegelable OUf Bessd Inks on Recycled Paper (Minl 5% Past curmaril 8




21 CI'R 170.3 {0)(2} and a5 a flavoring agent and adjuvant as defined in 170.3(0)(12). In
addition, according to 40 CFR 180.910 benzoic acid is classificd as an inert ingredient to
be used in pre- and post-harvest with an exemption from the requirement of a tolerance as
a preservative. It is ingested cvery day as a naturally occurring component in foods such
as cranberries, prunes, plums, cinnamon, ripe cloves, while most berries contain about
0.05 percent. Benzoic acid has been used for decades in pharmaceuticals, as a pH
adjustor and/or preservative in cosmeltics, bath and beauty products, and as a
preservative/antimicrobial agent in foods and beverages. Benzoic acid is rapidly
absorbed by mammals, conjugated with glycine, and rapidly excreted in the urine as
hippuric acid.

ENVIRONMENTAL FATE AND ECOLOGICAL EFFECTS:

The available ecotoxicity dala for benzoic ucid indicates that this compound s expected
to be readily biodegradable in the environment, is of low toxicity to fish and other aquatic
organisms, mammals and birds, EPA believes (hat benzoic acid will not canse
unreasonable adverse effects on the environment. Thus 1o adverse impact to the
environment or wildlife from exposure to benzoic acid lubricating oil products is
expected. The amount of benxzeic acid used in food grade tubricating oil formulations is
expected to be minuscule in comparison to (he ammount naturally prescat in (he
environment, and is not anticipated to causc adverse eflects on fish, invertebraics, plants
or wildlife.

ENDANGERED SPECIES:

The use of benzoic acid as a preservative for lubricating oils is not anticipated to
adversely affect endangered species due to the low toxicity of this naturally occurring
compound. The amount of benzoic acid used in the registered product will resull in
environmental exposurcs which are lower than is the amount of benzole acid naturally
found in the environment, and are therefore not expected to resuli in any adverse effects
on endangered species.

RECOMMENDATION:

i recommend that you coneur with the registration of this new chemical antimicrobial
under Section 3(e)(5) of the Act.

MW xl;/aw;/ag"’

Co%ur ] Date

Do Not Coticur Date




URITED STATES ERVIRONMENTAL PROTECTION AGENCY

DEC 20 2005

DECISION MEMORANDUM

SUBJECT: Registration of Benzoic Acid

FROM: Frank T. Sanders, Director
Aniimicrobials Division (7510C)
T0: James Jones, Director
Office of Pesticide Programs (7501C)
REGISTRANT: Petro-Canada Specialty Products and Fluids
CHEMICAL: Benzoic Acid
PRODUCTS: ' MICROL Preservative (EPA File Symbol 82076-R)
Uses: Anfimicrobial Preservative for Food Grade Lubricating Oils

Type of Registration: Unconditional

Missing Data: None

HIGHLIGHTS OF SCIENCE REVIEWS:

TOXICOLOGY:

Benzoic Acid is the chemical benzenecarboxylic acid (C;H.05) occurring in nature in frec
and combined forms. Toxicological data on sodium benzoate may be used to support
bemzaic acid sinee sodium benzoate is rapidly metabolized to benzoic acid in mammals.
As part of its tolerance reassessment, HED has completed a review of sodium benzoate -
which concluded that there were no 1ox end points and that it may be characterized as low
risk. The Food and Drug Administration has approved benzoic acid as a Generally
Recognized As Safe substance (GRAS) as a direct food additive substance at 0.1% in
food (21 CFR 184.1021 (d)). This ingredient is also defined as an antimicrobial agent in

CORCURAEHORL
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

21 CFR 170.3 (0){(2) and as a flavoring agen{ and adjuvant as defined in 170.3(a)(12). In
addition, according to 40 CFR 180.910 benroic acid is classified as ap inert ingredient to
be used in pre- and post-harvest with an exemption from the requirement of a tolerance as
a preservative. 1tis ingested cvery day asa naturatly occurring component in foods such
as cranberries, prunes, phums, cinnamon, ripe cloves, while most berries contain about
0.05 percent. Benzoic acid has heen used for decades in pharmaceuticals, as a pH
adjustor and/or preservative in cosmetics, bath and beauty products, and as a
preservative/antimicrobial agent in foods and beverages. Benzoic acid is rapadly
absorbed by mammals, conjugated with glycine, and rapidly excreted in the urine as
hippuric acid.

ENVIRONMENTAL FATE AND ECOLOGICAL EFFECTS:

The available ecotoxicity data for belzoic acid indicates that this compound is expected
to be readily biodegradable in the environment, is of low toxicity to fish and other aquatic
organisms, mammals and birds. EPA believes that benzoic acid will not cause
unreasonable adverse effects on the environmert. Thus no adverse impact to the
environment or wildlife from exposure 16 benzoic dcid lubricating oil products is
expected. The amount of benzoic acid used in food grade lubricating oil formulations is
expected to be minuscule in comparison to the amount naturally present in the
environment, and is not anticipated to cause adverse effects on fish, invertebrates, plants
or wildlife. ’

ENDANGERED SPECIES:

The use ol benzoic acid as a preservative far lubricating oils is not anticipated to
adversely affect endangered species due to the low toxicity of this naturally occurring
compound, The amount of benzoic acid used in the registered product will resulf in
enviropmental exposures which are lawer than is the amount of benzoic acid naturally
found in the environment, and are therefore nol expected fo result in any adverse effects
on endangered species. '

RECOMMENDATION:

1 recommend that you concur with the registration of this new chemical anthnicrobial
under Section 3(c)5) of the Act.

:

Concur Didte
o WOt Loncnr CONPURRENCES TIHT |
SYMROL }
mn“mg} A RAES W iy A LTI Y 2 vy [ ——— - P
oaTE ) i * (LTI "an IR . . ‘.“"mm
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DECISION MEMORANDUM

SUBJECT: Registration of Benzoie Acid

FROM: Frank T. Sanders, Director
Antimicrobials Division {7310C)

TO: James lones, Director
. Office of Pesticide Programs (7501 C)
REGISTRANT: Perro-Canada Specialty Products and Fluids
CHEMICAL: Benzoic Acid
PRODUCTS: MICROL Proservative {I:PA Fife Symbel §2076-R)
Uses: Antimicrobial Preservative for Food Grade Labwicating Qils

Type af Registration: Unconditional

Missing Data: Noue

HIGHLIGHTS OF SCIENCE REVIEWS:

TOXICOLOGY:
2k __
Benzoie Acid is the chemical benzenecarboxvlic acid {C,H,0,) vceurring in nature in free
- and combined forms. Toxicological data on sodium benzoate may be used to support
" benzoic acid since sodinm benzoate is rapidly melai}ol_:_i'?ed 1o benzoice acid in mammals,
TIED has completed swereviewd 90 sodium benzoate"which concluded that there were no
tox end points and that it may be characterized as low risk. The Food and Diug
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Adniinistration has approved benzoic acid as a Generally Recognized As Sale substance
(GRAS) as a direct food additive substance at 0.1% in food (21 CFR 1841021 (d3). This
ingredient is also defined as an antimicrobial agentin 21 CFR 1703 (o)) and 1s a
Navoring agent and adjuvant as defined in 170.3{0){12). In addition, according to 40
CI'R 180.918 benzoic acid is classified as an inet ingredient to be used in pre-~ and post-
harvest with an exemption from the requirement of o tolerance as a preservative. Itis
ingested every day as a mdurally mcuran&wmpomm in Joods such as cranberries,
pruncs, plums, cinnamon, ripe cloves, anduost berries containiag about 0.03 percent.
Benzoic acid has been used for decades in pharmaceuticals, as a pH adjustor and/or
preservative in cosmetics, bath and beauty products, and as a preservative/antimicrobial
agent in loads and beverages. Benzeic acid 13 rapidly absorbed by mamemals. conjugated
with glyeine, and rapidly excreted in e urne as lippuric acid.

o f§
ENVIRONMENTAL FATE AND ECOLOGICAL EFFIC 1; @ua 5£

The available ccotoxicity data for benzoic acid z}ﬁc‘gleb that this compound is cxpected
1o be readily biodegradable in the environment.is of fow toxicity to lish aud other aguatic
organisms. manunals and birds. EPA belicves that benzoic acid will not cause
unreasonable adverse effects on the enviraument, Thus no adverse impacet o the
environment or wildlife from exposare 1o benzoie acid lubricating oil products is
expecied. The amount of benzoic acid used inXubricating oil formulationSis expected to
he minuscule in companison o the amoant natukally present in the enviranment, and is
not anticipated to cause adverse effects on fish.fiuvertebrates, plants or wildlife.

de
ENDANGERED SPECIES: le e

The use of benzoic acid as a preservative for lubrieating oils is not anticipated 10
adversely affect endangered species due to the low toxicity ol this naturally occurring
compound., The amoant ol benvoic acid nsed in the registered product wil result in
environmental cxposires wl liC}l‘_Z_fF;’f_llo\-\‘itl' than the amount of benzoie acid natarally
found in the environment, and ave lhcrcforc)‘ﬁot. expected to result nany adverse elfects
on endangered specics. .

RECOMMIINDATION:

I recommend that vou concur with the registration of this new chemical antimicrobual
under Section (e} 5} of the Act.

Concur " ate

3o Noi Coneur Dalc
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21 CFR Ch, | {(4~1-02 Edition @0{3 and Orug Administration, HHS §184.1025

o Mo levd of L - wh tha following current good mana-  $3184.1024 Promelain,

mgory ot hood | use i bood {ay Funolions! e turing practlce condltions of uge: y "

T ) The Ingredient i3 used a5 an en- @ FOMERE G0 S8, 10 (0T

Bougs ol sanap Mol 2 sxcoed oo | Emuiifer, emel ‘rrw at definel In §170.3/033) of this s i
nixes, BrR Ootd mhas | By gk iptar, in the bhydrolysis of edible from the pineapples A:l_{lﬁas ""”’_‘“‘_‘3
§l§;§§i§i}:§ gfmnrm : g;?f&&jiﬁ)g rch to produce maltodextzins and ﬁniﬁ bmeiegxzu; ‘I;g it z§ a ;ﬂ;lti Lo
' rdation 24, - rltlve carbolyrdraie sweeieners. " fmﬂy?‘n.m D °M t?&“t'_ ffﬁf ) t;c i;“"
£ 7050 4 #) The ingredlent ls used at ovels Ang BoEyme ¥ av ol a

i chaptet, s L Lo exceed current good rmanufac. peptid? hydrolase {BC §.4.22.8),

;*‘:-‘gﬁ;@:ﬁ iring practices. (1 The ﬁigmdignte élé?ezta i—llxe gm:ﬁral
it ehaples 3 . requlrements and additional reguire-
i FREZ®Y, Now. 3. 18951 ments for snzyme preparations In the

different from the use establlshed i
this ssction do not exist or have bess |

walvad,

{47 PR 7375, Qot. 35, 1382}

$184.1012 orAmylase e & prepars
from e ;;}ap

tion

stearsthermophilus,

(&} c-Amylase ensyme preparation &
ettalned fram the culture filtrate thy
reanits from & pure cuiture ferments

{on of

nontoxicogenic strain  of Baclly
stearothevmophiluz. Its  charecterizing
¢ activity iz ¢-amylase (14 o
can glucanchydrolase (£.0. 8.2.1.1%

(b} The ingrediont meeta the generyl
and addltinoa) requiremsnis for en
zyme preparations in the “Food Chemi
cals Codexz,” 2d ed. {18813, pp. 167114
which is incorporated by reference is
accordance with § U.B.0. 55%as) and
OFR part 53,
the National Acmdamy Pressz, 2101 Com
stitutlon Ave. NW., Washingion, D8
20418, or may be examined at the Offics
of Premarket Approval (BF3-aof), Cen

tion, Food and Dirug Administratls 1
111 Vermont Ave. NW., asalte 120 70.3(0)13) of this chapter,

Waahington,

Paderal Reglster, 300 North Capitol &1
NW., suite 108, Washington, DC. ’
{cy In accordance with £184. l{b}ilj,
the ingredlent i6 used in food with ng
tation other than current gocd
facturing practlces. The affirmes

of this ngredlent sz GRAS az a di

rect human food Ilugredlent i hased

Food Chemicals Codex, 3d ed. (1981), p
130, which 1a incorporated by reference
Iy aceordance with 5 U.S.C. 862(a) and 1
CFR part 51. Coples are avaliable from
the Netionz! Academy Praszs, 2191 Con.
gtltution Ave. NW,, Waekington, DO, or
may be examined ab the CGffiee of Pre-
market Approval (HFS-200), Food and
Drug Administration, 200 O 85 8W.,
- Washington, DG, and the Office of the
shoral Register, 800 North Capliol 3%,
WV, anite TH), Washington, O,

1841021 Benzoie acld.

i) Henzofe acid 1z the chemleal
aizenecarborylic acld {C:H.O, occur-
ag I nature in free and combined
fing. Among the foods in which ben-
yie acid occur: naturally are cran-
frles, prines, plams, cinnameon, ripe
ptes, and most berriss, Bengolc acld
smanufaciured by ireating molten
thallc anhydride with ateam in the
asenne of A zlnc oxide catalyst, by
i hydroiyais of benzotrichlorlda, or ot In accordance with 3184.1(hyD,
the oxidatlon of toluens with nitric {es ingredient 12 used In food with no
4d or sodlur bichromate or with alr )¢ iation other than corrent good
the presence of a transltlon metal “maputacturing praciice. The afflrma-
L catalyst. tlon of this fngredent as (PRAS as & di-
J The ingredient meets the 8pecl- ot food Ingredient is based upon the
tlons of the “Food OChemleals gonowing current good manufscturing
ex,” 3d Bd. (1881), p. 8, which)s In-  pra0nice conditions of use:
rated by reference. Uoples may he (13 'The ingredient is used a3 an en-
uned from the Natbional Acedemy¥  ,umy as defined in §176.3(0)®) of this
s 2168 Constitutlon Ave. NW,; chapter to hydrolyze proteins or
kington, DC 20418, or may be axam- polypeptides,
tar a‘%ogh%{?fgfec;r 123? gife&;? L ;}%5“ {2y The Ingredient is uzed in food at

A P ¢ MV levels not to excesd current good man-

T00, Washilngton. DC 26405, : ufactaring practice
) The Ingredient 12 used as an anti- :
lerobial  ageni =z defiped  in | (80 FR 3230, June 35, 1509
T0.3{0)2) of thls chapter, and a8 & fla- |
pg agent and adjnvant as definsd in | §184.1025 Cuprylic acid.
% {a) Caprylic acid [CHL(CH CH,

i} The ingredient is used In food at ca&g ch?igct. 13Ww2]{ iéﬁ :{m é%ffgtcal
Is’ not to exceed good wmanufac-  pame for cctanoic acld, It is conaidered
ting practice. Curront usage resulls  ¢o he 4 short or mediom chaln fatty
sypaxlmurm level of 0.1 percent in amg 1 occars normally in various
{The Food and Drug Administra~  foode and is commercially prepared by
n has not determinad whelher slg-  oyidation of n-ootanol or by fermenta-
fleantly different conditions of use  gion and fractional distillatlon of the

guld be GRASR), volatlle fatty acids pregent in coconut
{8y Prioy sanctions for shis ingredient 4 v s

tierent from those uses establlsher) Ilp ‘) The (neredient meeta the specl-
s geetion, or different from that sed ﬁéabions ;’fg the “Food cmmfgalg
vih tn part 11 of this chapter, do ot poaey © 34 Bd. (1581, p. 207, which 15 in-
st or have been waived. corporated by reference. Copies may be
CER 149858, Mer. 15, 19T, as amended at 48 oblained from the Katiopal Academy
1 5510, Fob. |4, 1084] Prass, 2101 Constitutlon Ave. NW.,

4468

8  nonpathogenic  asd

Copies are available from

DO, or the Office of th




PESTICIDE FACT SHEET

Nume of Chemical:  Benzenecarboxylic Acid (C 1,0,
Reason of Issuance: New Chiemical Registration
BDate Issued:
Fact Sheet Number:
Deseription of Chemieal
Chemical Name: Benzenccarboxylie Acid (C,11,0,)
Cotymon Name: Benzoic Acid
Product Trade Name: MICRO!. Preservative
Chemical Abstracl Number (CAS): 03-83-0
FPA Chemical Code: 009101
Chemical Family: Carboxylic Acid
Year of Inival Registration: 2003
Pesticide Type: Preservalive for Food-Grade Lubricaiing Oils
LULS, Producer: Petre Canada
Specialty Products and Fluids
2489 North Sheridan Way

Mississauga, Ontario L3K 1A8 CANADA

{lse Patterns and Farmulation

Pesticide Type: End Use Prodnct for use as a Preservative for Food-Grade 1ubricating Oils
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Scienee Findings
Summary Science Statement

The subinitted product chenistry data, for Beuzoic acid satisfies product eliemistey
OPPTS Guideline Series 830, Toxicological data on sadium benzoate may be used to support
benzoic acid since sodium benzoate is rapidly mictabolized to benzoic acid in mammals, As part
of 11§ tolerance reassessment, 1{ED has completed a review of sodium benzoate which concluded
that there were no tox end poims aud that it inay be characterized as low risk. The Food and
Drug Adminisiration has approved benzoice acid as u Generally Recognized As Safe substance
{GRAS) as a direct food additive substance a1 0.1% in food {21 CFR 184.1021 (d)). This
ingrediein is alsa defined as an antimicrebial agent in 21 CFR 170.3 {0){2) and as a {Javoring
agent and adjnvant as defined in 170.3{0)(12). In addition. according ta 40 CFR 180.910 benzoic
acid is classified as an inert ingredient 10 be used In pre- and post-harvest with an exemption
from the requiremnen of a talerance as a preservative. 1 is ingested every day as a naturally
accirring component in foods such as cranberries. prunes, plums, cinnamon, ripe cloves, while
most berrics contain about (.05 percent. Benzoic acid has been used for decades in
pharmacenticals, as a pil adjustor andfor preservative in cosmetics. bath and beauty products, and
as a preservavive/antiniicrobial agent in foads and beverages, Benzaic acid is rapidly absorbed
by miainmals, conjugated with glycine. and rapidly exercted in the urine as hippuric acid.

The available ecotoxicity data for benzoic acid indicates that this compound is expected to be
readily biodegradable in the environment, is ol Tow toxicity to fish and ather aguatic organisms,
manmals and birds. EPA believes that benzoic acid will not cause unreasonable adverse effects
on the cnviromnent, Thus no adverse impaal 10 the environment or wildlife {ram exposure to
benzoie ackl Jubricating oif produets is expected. The amouni ol benzoic acid used in Tood grade
Imbricating o1l formulatians is expected to be minuscule i comparison 1o the amount natirally
present in the environment, and is not anlicipated 10 canse adverse effects on fish, invertebrates,
plaims or wildlife.

Physieal and Chemical Characteristics

Color: Whie

Physical State; Solid (erystalline powder)
Melting Poim 122°C

Specilic Gravity 1.2659

Odor: dorless-10-slight benzaldehyde
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Water Partition Cnefficient: log Kow is 1.87

pH: 28

Stability: Stable

Oxidizing or Reducing Action: Comtains no oxidizingfredocing agents. May react with
oxidizers.

Flammability: Nat Applicable, Flash poun 250°F by clased cup.

Explodability: Docs not contain any explmlable components

Viscosity: Not Applicable

Corrosion Characterisiics: Daes not seact with packaging

Toxicology Prafile

Technical Acnie Toxicily Stains Toxigity Category
Acute Oral Fulfilled 1

Acute Dermal Inllilled 11

Acute lnhalation Foifiled v
Primary Fve lrritation Fuifilled I

Primary Skin lrritation Fulhlled HI

Dernial Sensitization Fulfilled Non-Seusitizing

The Agency did net reguire subchronic/chronic studies for benzeic acid hecause i aceing in
nature in free and combined forms. FDA has approved benzoic acid as a GRAS substance 1liat
can be added directly w food at 0.1% or less. Benzoic acid is a naturally occurring eomponent in
foods such as cranbervries, pruncs, phims, ciunamnn and cloves, Most berries confain
approxinately 0.03% benznic acid.

17



Environmental Fatc and Ecolngical Eifect

The Agency did not require ecological effect or environmental fate data for henzoic acid because
it occurs in nature in free and combined forms and is expected to readily biodegrade.

Contact Person at EPA

Velma Naoble

Product Manager (31}

Regulatory Management Branch |
Antimerobials Dvison (7510()
Office of Pestivide Programs
(703} 308-6233

Malling Address:
By US Mal

DPocument Processing Desk

Oflice of Pesticide Programs (7510C)
US Environmental Protection Agency
1204 Pennsyhvania Ave, NW
Washington, DC 20460-0001

By Courier:

Document Processing Desld,

Oflice of Pesticide Programs (7510C)
US Environmental Protection Agency
Room 26064, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Office Location and Telcphone Number - Antimicrobials Division
‘Third Floor, Crystal Mall 2

1921 Jefferson Davis Highway

Arkingian, VA 22202

(703) 308-6411

Disclaimer: The information in this Pesticide Facl Sheet is a sunumary only and is not to be used
to salisly any dala requirements for pesticide registration or revegistration.
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*Product ingredient source information may be entitled to confidential treatment*

PESTICIDE FACT SHEET

o3

. \aS
ﬁ;\“;\ e ke
{ C{fﬁg} i{‘{ {;w

Name of Chemical:  Benzenccarboxylic Acid {C,H,0,)
Reason of Issuance: New Chemical Registration

Date Issued:

Kact Sheet Nnmber:

Desceription of Chemical

Chemical Namge: Benzenecarboxylic Acid (C,11,0,)
Common Name: Benzole Acid

. Product Trade Name; MICROL Preservative

Chemieal Absuaet Number {CASY:  63-85-0

Year of lnitial Registration:  doy’t knaw 2005
2 qoit § Ky

Pesticide Type: Preservative for Food-Grade Labricating Oils

Pes b Calrda

.8, Producer:

Use Patterns and Formulation
Pesticide Type: End Use Prodiet for usc as a Preservative for Food-Grade Lubnicating Oils
Science Findings
Swminmary Science Statement

The submitted product chemistry data, for Benvoic acid satisfies product chemistry
OPPTS Guideline Series 830, Toxicologieal data on sodium benzoaie may be used to support
benzoic acid since sodimm benzoate 15 rapidly metabolized to benzoic acid in mammals. As part

of its wolerance reassessment. HED has campleted a review of sodim benzeate which concinded
that there were ne tox end poims and that it may be charactorized as low risk. The Fuod und

19
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Prug Administration has approved benzoie acid as a Generally Recognized As Safe substance
{GRAS) us a direct food additive substance at 0.1% in food (21 CEFR 184.1021 (d)). This
ingredient is also defined as an antimicrobial agent in 21 CFR 170.3 (o)2) and as a flavoring
agent and adjuvant as defined in 170.3(0)(12). In addition, aceording to 40 CFR 180.910 benzoic
acid is classified as un inert ingredient 1o be used in pre- and post-harvest with an exemplion
from the requirement of a tolerance as a preservative. It is ingested every day as a naturally
occurring component in foods such as cranbernes, prunes, plims, cinnamon, ripe cloves, while
most berries contain about 0.05 percent. Benzoic acid has been used for decades in
pharmacenticals, as a pH adjustor andfor preservative in casmetics, bath and beauty products, and
as g preservative/antimicrobial agent in fonds and beverages. Benzoic acid is rapidly absorbed
by mammals, conjugated with glyeine, and rapidly excreted in the urine as hippuric acid.

The available ecotoxicity duta for benzoic acid indicates that this compound is expected to be
readily biodegradable in the environment. is of low toxicity to fish and other aguatic organisms,
mammals and birds. EPA helieves that benzoie acid will not cause unreasonable adverse effects
on the environment. Thus no adverse impact to the environment or wildlife from exposure to
benzoic acid lubricating oil products is expected. The amount of benzoic acid used in fuod grade
lubricating oil formulations s expected to be minuscule in comparison to the amount naturally
presert in the environment, and is not anticipated 10 cause adverse cffeas on fish, invertebraics,
plants or wildlile.

Pltysical and Chemical Characteristics

Color: White

Physical State: Solid {ervstalline powder)

Melting Point 122°C

Specific Gravity 1.2639

Odor: Odoriess-to-siight benzaldehyde

Water Partition Coefficient log Kow is 1.87

pHi: 28

Stahility: Stable

Oxidizing ar Reducing Action: Contains no oxidizing/reducing agenis. May rcact with
oxidizers.

21
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Flarnmability: Not Applicable, Flasg point 230°F by closed cup.
Expladability: Daocs not comun any cxplodable componets
Viscosity: Not Applicable
5@\{’%@« Miscihitiby: i Do Applicable, i1 product is an-emulsifiable-liguid
Corrosion Characteristics: Poes not react with packaging
4 elebe Bttt BRERAGWT Voltage—Narapplicible

Toxicology Profile

Technical Acote Toxicity Status Toxicity Category
Acute Qral Fudfilled |
Acuic Dermal Falfilled [H
Aculte Iphalation lfuliilled IV
Primary Lye hritatiop Fulfilled 1
Primary Skin Ireitation lrulitlled 11
Dermal Seositization Fulfilled Non-Scusitizing ]
: Lef Sulpe heenit
Short Term/Subchronic A oxicity ? The %&%ﬁ?f .‘fzggz;‘d ;;:f ;zizgi ;2 ;Zi\jz;aw#-
thegar s GF d PP

g B - 5 P uvo:»
B opocaart we %3 eTrs o oy iyt
Developmental/Re 1 obingd Corms . FRA Pores onB@es

{;}g‘ﬁ§ :-Mb&%’-@\!“viﬁ

s - o . beampre oerd ook @ AT o
Carcinogeni ‘% e ? ok con he mdded v ey "%f; s
. 5 Z P T <%
T . : e v s L i
\/l - “-.__Q ,gtﬁ,-‘“t {}»{ 5& or LQ - o v’w?ﬁ'ﬁ”‘i%ﬁ’ﬂé‘
i Sosdic e L 2 - ¥R F
vlutageaicity 'x“-x\..““ w eobars iy AR Lerrigs ( Prones
" e ow L‘{}M C;“;‘;‘-aﬂﬂ‘gr o e
. - . . i D Sl perrrEE
Environmenfat Fate and Ecological Effect o HEE e, SAOEE B nie
d LR . i
plums, CIne ™ 7 o 0¥ e BENTE
] /t;:(t'i"ﬁ':i“ &?Pﬁ‘f’ﬂ\mﬁ ?
{Dan’t kumé what I shauld do in Hiis section) @
UVTPRESRINION T . 1 ¥ 7% SRS R T g
aiver el fede ot

) i . ) ;g'*g S @y iR eng .
The ﬂqeﬁmi dvd mot resuwive @‘ﬁatﬁf“m %g‘ ba e st e ned sk brant
Hot ha nEore Geids BZtawgd T SLiwmdi e s ¥

. . o -
Covrol, ouedl @ gipe 19 Io reodily biedsgrade .
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Favitommicnidiate— o o L AR e e

misuhahr@ni@»»ehmnlﬁnd mtag%mcm and” ci’;’i‘ﬁ“ﬁtit’tﬁdma rc:qmr&ftﬁmgmﬁwawe&for
&:égz%};euwmn”emlmnﬂwswmgmt«zd daliy m‘flmz} app'ir‘énf hi af‘ﬁ'“""

*%.All environmental fate and ecological elfects data were waived for this chemical due w the

f“acl that 1173 *m"m{egralmpagl of env mm:nelzl aml »Lolagu.,al s;gstu.nﬁ”ﬁo adverse 1mpd(:t 1o lh{’:

SHICE lhc amount of calcium Larhgna&. uqed m paml iormuldtlonx is expected o bf: mmuseule ]
comparison ta the mnﬁum’ﬁalumll} present in the eaviromnent, and thus woukd not significantly
effect the envirsnment or wildlife,

Cantact Person at EPA

Velma Noble

Product Manager (313

Reguiatory Management Branch |
Antimcrobials Divison {(73100)
Office of Pesticide Programs
{703) 3086233

Mailing Address:
By US Mail

Document Processing Desk

Office of Pesticide Programs (75100}
LIS Environmental Protection Ageney
1200 Pennsylvania Ave, NW
Washingion, DC 20460-0001

By Courjer:

Document Processing Diesk?

Office of Pesticide Programs (75100)
US Environmental Protection Agency
Room 266A, Crystal Mall 2

1921 Ief¥erson Davis Highway
Arvtigton, VA 222024501

Office Laeation und Telephone Nuniher - Antimicrobials Division
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Third Floor, Crystal Mall 2
1921 Jelterson Davis Highway
Arlingion, VA 22202

(703) 308-6411

Disclaimer: The mformation in this Pesticide Iact Sheet is a summary only and 18 not to be used
{o satisfy any data requirenzents for pesticide registration or veregistration.
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*Product ingredient source information may be entitled to confidential treatment*

PESTICIDE FACT SHEET

Nawme of Chemieal:  Benzenecarboxylic Acid {C,H0,) N
Reason of Issusuee: New Chemical Registration 1 jf{,zﬁ-&% {7 it
Date Issued:

S PR e
Fact Sheet Number: {Oormresn

Deseription of Chemieal T
P /T; v”%/
Chemieal Name: Benzencearboxvlic Acid {C.HLO,) -

Connnon Name: Benzaic Acid

Product Trade WNaume:  MICROL, Preservative

Chemical Abstract Number (CASY 65-85-0

EPA Chemical Code: Axk Beh Turpin-cui’t read

Chemical Family: don’’f know
Year of Initial Registration:  daou’t know

Pesticide Type: Preservative for Food-Grade Lulricating Oils

Pesticide Type: End Use Product for use as a Preservative for Food-Grade Lubricating Oils

LS. Producer:

Eise Patterns and Formulation

Seienee Findings
Summary Science Sfatement

The submitted product chenistry daa, for Benzoic acid satisfies product chemistry
OPPTS Guideline Series 830. Toxicological data on sodium benzoate may be used 1o support
benzoic aeid sinec sodiim benzoate is rapidly mewabolized 10 benzoie acid in mammals. As part
of i1 tolermice reassessment, HED has completed a review of sodinm benzoate which conchided
that there were no fox end points and tha it may be charscterized as Jow risk. The Food and

28
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Drug Administration has approved benzoie acid as i Generally Recognized As Safe substance
{GGRAS) as a direct food additive substance at $.1% in food (21 CFR 184.1021 (d)). This
ingredicnt 15 also defined as an antimicrobial agent in 21 CFR 17133 {0}(2) and as a flavoring
agent and adjuvant as defined in 170.3(0)(12). I addition, according to 40 CFR 180.910 benzoic
acid is classified as an inert ingredient w be wsed in pre- and post-harvest with an exemption
from: the requirement of a tolerance as a prescrvative. It is ingested every day as a nanrally
occurring component in foods such as cranherries, prunes, phuns, cinnamon, ripe cloves, while
most berries contain about 0.035 percent, Benroic acid has been used for decades in
pharmaceuticals, us a pH adjustor andior preservative in cosmetics, bath and beauty products, and
as a preservativeiunitmicrobiul agent in foods and beverages. Benzoic aeid is rapidly absorbed
by mammals, conjizated with glyeine, and rapidly excreted in the wrine as hippuric acid.

The available ecotoxicity data for benzoie acid indicates thit this compound is expected to be
readily biodegradable in the environment, is of fow toxicity to fish und other aquaric organisins,
mammals amt birds. EPA helicves tha benzoic acid will not cavise unreasonable adverse effects
on the environment. Thus no adverse impact to the environment or wildlife from ¢xposure (o
benzoie acid tubricating o1l products is expected. The amount of benzoic acid nsed in food grade
lubricating oil formulations js expected to be minuseule tn compurison to the amount naturally
present in the environment. and is not anticipated to causc adverse effects on fish, invertebrates.
plants or wiidlile.

Physieal and Chemical Charaeteristics

Color: Whie

Physical State: Solid (crysialline powder)

Mclting Potnt 1227¢

Specific Gravity 1.2659

Odor: Odorless-to-slight enzaldehyde

Water Partition Coeffictent: fop Kow is 1.87

pH: 1.8

Siability: Siable

Oxidizing or Redicing Action: Coutains no oxidizing/reducing agents. May react with
oxidizers.
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Flamimahility:

Explodability:

Viscosity:

Miscibility:

Corrosion Characteristics:
Dielectric Breakdown Velage:

Toxicnlogy Profile

5

3
Not Applicable, Flash point 230°F by closed cup.
Daoes not contain any expladable components

Not Applicable

Not Applicable, If product is an emulsifiable liquid
Does not react with packaging

Notapplicable

Technical Acute Toxicity Siatils Toxicitv Categorv
Acute Oral lulfilled 1

Acute Dermal Fulliied i
Acute lubalation [Ful filled v
Primacy Eyve lrritation Fulfilled I
Primary Skin Trritation Fulfilled )|
Dermal Sensitization Fulfilled Non-Scnsitiziag
Short Term/Subchironic Toxicity 2

Developmental/Reproductive Toxicity 7

Carcinogenicity 7

Mutagenicity ?

snvironmeatal Fate aud Ecelogieal Effect

{Bon 't knovw wiat I shronld do in this section)

Ecalopical liffects

=Walver
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Enviromunental Fale R Wajvey

* Subchronic, chyonic and mntagenioity smnd exposure data requiroments are all wasved for
caleium carbopate. This cheyuical 3s a naturally occurring subsiance, one of the mot convrnon
compounds on carth and is sngested dwly withsio apparent havm.

= All environmental fote and eeological effects data were waived for (s chemical doe 1o the
fact that i1 s an integral part of environment and ecological systems. No adverse impact to the
environment or wildiife from exposuye 1o caleium earbonate based paint products is expected
since the anaunt of caleyum carbonate used in paint formulations is expected to be minuscule in
comparison 1o the synoont naturally present in the enviroument, and thus would not significantly
effect the environnes or wildlife.

Contact Peyson at EPA

Vehina Noble

Produet Monager (31)

Regulatory Management Branch |
Antimnerobials Divison (75100)
Olfice of Pesticide Progrvps
{703) 308-6233

Maualing Address:
By US Mayl

Document Processing Desk

{Office of Pesticide Prograsns {7310C)
LS Envirowuental ProtecBon Agency
1200 Pennsylvania Ave, NW
Washingion, DC 20460-0001

By Courier:

Documet Processing Desk®

Office of Pesticide Programs (73100)
US Enviromental Protection Agency
Room 206A, Crystal Mall 2

1921 Jefferson Davis [Bghway
Arlington. VA 222024501

Office Location and Telephone Number - Antimicrobials Division
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Third Floor, Crystal Mall 2
1921 Jefferson Davis Highway
Arlington, VA 22202

{703} 308-6411]

Pisclaimer: The information in this Pesticide Fact Sheet is a summary only and 1s not to be used
to salisfy any data requirements for pesticide registration or reregistration,
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VHRASIE [/

TASK ASSIGNMENT FORM

’ Antimicrobial Division/Regulatory Management Branch 11

;&g e e Completed by Produci Manaper .
PRODUCTREVIEWER: "7/ 4/ 0} RMB_II TEAM___
7, ] g
Description of Action: ‘/ N Ty, / EPA File Symbeol/Reg No,
| Blan s jeed Firv Bop 9 o §207¢ R
| pecision N, Submission Ne. Fee for Service Action Code: /A1 25
FQPA Action Code: Non:-FQPA Action Code: Fee for Service Fee: § C.:'}d gid
APPLICATION DATE 2 g 2005 -
'EPA PINDATE - 2 Vi 200%
WER ASSIGNED DATE 2008
DATE DUE FROM SCIENCE 20035
DATEDUETOPM 2008
| Typeof Data: | PSB Product | PSB Acute | PSB RASSB RASSR RASSB | RASSB
Chemistry 0 | Toxicology 0 [ Efficacy Environmentzl Erological Chrenir Exposure
o] Fate O Effects DO | Toxicology O O
COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART 8 Of;' FORM,
, , . lEve
473 Pob 9@1 i — fiase Lend e wTA ‘%l
? L K 3 . }
® ?,é_e.frmm& ﬂg,m/ in T s y{/

;j.' Final Task: Signa;nre __
oy (Totdlhrsy -

RESPONSE COBE:

DATE FEE PAID:

RESPONSE DATE:ﬁS—-‘
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DR # (315781 Decision # 352089
o DATA PACKAGE BEAN SHEET
. Date: 11-Apr-2006
Page 1of 2

PRIA
* * * Ragistration Information * * *

Registration: 82076-R - MICROL PRESERVATIVE

Comipany. 82076 - PETRG-CANADA

Risk Manager. BRI 31 - Veimg Nobls - (703) 308-6233 Rocm# Ch-2 30883

Risk Manages Reviewer: Tracy Lantz TEANTEZ s e . .
Sent Date: 09-Fel-2005 Caloulated Due Date: Z’"{f /5,5:/_” ~ Edited Due Dale: e

Type of Registration: Product Registration ~ Section 3

Action Desc. (A38) NEW ALFOOD USEWITH EXEMPTION,

ingradionts: 009101, Banzoic acid(8083%) . . . .

*** Data Package Information***
. Expedile - Yes @ No Dale Sent: 1{-Apr-2005 BueBack:
OP ingredient: 049101, Benzoic acid e _
CSF Included: © ) Yos @@ No Labat Ingiuded: (; Yes @ No Paent DR ®: }
Assigned To Date In Date Qut
©eesse e an . e ,?:///ﬁff
Organization: AD/RASSB e —_— Adminisisative Dus Date: . ...
Taam Name: RASSB1 o e _ Regotisled Dus Date:
Reviewer Name: e . e .. Projectad Completion Date:

@

* * % Studies Sent for Review ** *

Ho Stuches

*** Additional Data Package for this Decision*”*
Prinled on Paga F

*** Data Package Instructions * * *

Plzase have Bob Quick canfirn the companies PPM caiculations he has ihe information needed to do this.
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Wallace Ta Tracy Laniz/DCIUSEPANUSEEPA
Powell/DCAUSEPAAIS

1113012005 10:09 AM .
bee e
Subject Re: tox tabel reviev%én? Benzoic Agidl]
o
Tracy
I'm going to work on it Monday. So 'l give the draft to Karen to sign (2ng emait the draft to you) on
Monday or Tuesday.

(t wish | coutd do better than that, but there's something else t need to finish this week.)

Tracy Lantz/DCAUSEPA/US

Tracy LantDCUSEPAUS
oo
Subject fox label roview lor Benzoic Acid

How's the review coming alonyg?
1 am hoping that you can get it to me ASAP as | am ready to move forward and am now just waiting for
Yyour review.

Thanks.,
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Decision #; 352089

DATA PACKAGE BEAN SHEET DP #: (315790)

Date: 02-Sep-2005
Pange ! of 2

** * Registration Information***

Comgpany. 32076 - - PET? RO-CANADA

Rigk Manager. 8M 3! - Velma Nobls - (703) 3026233 Room# OM-2 3088

Risk Manager Reviewer. Tracy Lamz TLANTZ

Sent Date: Calcutated Due Date. 37-Dec-2006 Edited Due Date;

Type of Registration: Product Registration - Seclion 3

Action Dasc: (A38) NEW ALFOOD USEWITH EXEMPTiON

Ingredients: 009101, Benzolo acid(99.83%) . . L.
*** Data F’ackage Information * * >
. Expedite: © . Yes @ No Dale Sent: 11.-Apr-2005 Due Back.
DP ingredient: 009101, Benzoicaeld e
OF Tille: e, e I
CSF included: @ Yes ' No tabet included: @ Yes . No Parent DP &
..... Date tn . Date Out
3Apr2005 0 Last Pessible Science Due Oate: 22-May-2008
tsfpr2005
15-Apr-2006

* % * Studies Sent for Review > >~
Mo Studies

++« Additional Data Package for this Decision **~
Printed on Page 2

*** Data Package Instructions * **

Ka'k;én Tox + Here are the HED reviews {Risk Assessment} fo do acule tox besed on Sodium Senzoate.
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Vﬁggy»i_ CIUSEPAIUS To Wallace PowellDCAUSERAIUS
A 10¢312006 J4:05 PM

M/

(&

i
AR
R

bco
Subject Fiw: acule tox for benzoic acid

t den't recall that [ have received this review from you,

Do [ have it and | have forgotten, or have you not yet given it to ma?

Pleasa look into this as Dennis wants me {o complete this package and | need your information to do so.
Thanks,

Tracy
- Forwarded by Tracy Lanta/DCIUSERPAMLS on 103 172008 04:08 PR -
Wallace
Powel/DCIUSEPANUS To Tracy Lantz/DC/USEPA/USDEPA
09¢14:2008 62:34 PM ce
Subject Re: acute lox for benzoic acid[
Yes | will. VIl give you a draft {& submit i{ for signature) next week
wallace
Tracy Lantz/QC/USERPAIUS
Tracy Lantz/DC/USERPAMUS
:;/\ﬁv, i 0911305 16:30 Ta Wallace pﬁ‘a’a’&“fDC.“USEPN{}S@EPA
AT ce Velma Noble/DC/USEPARUSEEPA

Subject acule tox for benzoic acid

It appears that you slill have an outstanding data package for B2076-R that we gave to you back in April.
The package included HED 1isk assessments on Sodium Benzoate. We would like you to give your
opinion, based on those reviews, as {0 whether the precautionary statements for this product are accurate,
This is [ 352088, D 315796

This new active ingredient is due out of the Agency in the next few months, so | would like your review as
s00n as possible.

Thanks.
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T Tracy Lant/DC/USERPAUS To Wallace PoweliDCUSEPA/US
097132005 04:18 PM ce Velma Noble/DTCAISEPARIS
bee

Subject atute tox for benzoic acid

it appsars that you slill have an outstanding data package for 82076-R that we gave 1o you back in Apri.
The package included HED risk assessments on Sodium Benzoate. We would like you to give your
opinion, based on those reviews, as lo whether the precautionary stalements for this product are accurate,

This is D 352089, DP 315780

This new active Ingredient is due out of the Agency in the next few months, 0 I wouid like your review as
s00n 8s possible.

Thanks,
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{315730} Deciston # 352089

DATA PACKAGE BEAN SHEET
- Date: $1-Apr-2005
Page L ol 2

* * * Ragistration information * * *
Registration: BIOTE-R - M!CROL PRESERVA?WE
Company. 82076 - PETRO-CANACA o
sk Manager Rt 31 - Velma Noble - (703} 30845233 R{mm# CM-2308B

Risk Manager Reviewer: Tracy Lantz TLANTZ e e
Semtoate *caousted Due Date: /2057 Edted QueDale:
Type of Regsiration: Prq_duct\ﬁ_gg%}_mimﬂ -~ Section 3
Action Dese: {A38) NEW ALFOOD USE:WITH EXEMPTION; S o
tngredients: 009101, Bonzoic aci(89.93%) e o e e
*** Data Package {nformat;on i
. Expedite. * ¥ Yes @ No Date Sent. $1.Apr-2006 DuaBack:
OF tngrediant: 009101, Benzorc agid e — —
DP Tii}al ....................... et g et s - s v s et s e e e pr—.
CSF Included: @ Yes - No Labet Included: €@ Yes 3 No PaemiCP®
- /-’
Assignod To_ __Oaten _ DsteQut /e /e
OrgangalionAD(FS8 . . __ .. Administrstive Due Date: -OHAPEZ007
YesmName:CTV e Negotiated Due Date. — .
RevigwarName: i — o Projected Completion Date: "

6"““““‘” Name . N e e -

*» * Studies Sent for Review * * *

No Studras

**x Additional Data Package for this Decision ***

Printed on Page 2

* =~ * Data Package Instructions ~**

Kargn Tox —Here are the HED reviews {Risk Assessment) to do zcute tox based on Sedium Benzoste,
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TASK ASSIGNMENT FORM
Antimicrobial Division/Regulatory Management Brapch 11
Ag e et e ... Completed by Product Mamager . . .
PRODUCT REVIEWER: <7 /o Loy | C |rvBn__ TEAM___
Dezcription of Action: fﬁg fp W% r ,é;,g,;/g,__ /_,/ ¢ C'f/é;a EPa File ?ymbob‘keg N:{.
briulr Toy S2eq =L

| DecisionNe. 347 €% | submission No., 7 7 &/ 2 27 [ | Fee for Service Action Code: £ 2 X

| ropa Action Code: Non-FQPA Action Cde:
| APPLICATION DATE e 9 2005 -
"EPA PINDATE . o v 9 200%
REVIEWER ASSIGNED DATE N . 2005
DATE DUE FROM SCIENCE 2065
‘DATEDUETOPM 20488
Typeof Dsfa: | PSB Product | PSB Acute PSB RASSB | RASSB RASSB, | RASSB
Chemistry 0 | Toxicology ﬁ Efficacy | Environmental | Ecolopical Chrenic ~ | Exposure
o 0 Fate 0 Effects O | Toxicology O g
COMMENTS: NOTE TO ARCTIC SLOPE - PLEASE COMPLETE PART B OF FORM.

' /C—[&;WT&’X - %/31‘2,- ff b 7;//&& }Z{‘gﬁ ﬁwg 0 S (5,5[:,,, ﬁsgg{;p@_{f)
14" Cj" "t‘ﬁw‘ql‘e-' "Lﬁ){ féfi&"-//f &y~ Sacji At /5'%’2@&6;‘52,-

([ Contractor: Aretic Slope™ -
| Draft Task: Sig ature

- Final Task: Signature ___
’\:-.I'f. o - ’ {Tota’} h!’S} . }_.‘:'_'.-I‘?’.'-'Iﬂ.:.:”

DATE FEL PAID: RESPONEE CODE: RESPONSE DATE: 1 2




Decision #: 352089

DATA PACKAGE BEAN SHEET DP #: (315790}

Date: 01-Nov-200%
Page 1 of 2

* * * Registration Information * * *

Registration: 82076-R - MICROL PRESERVATIVE

Risk ftanager: RM 31 - Velma Noble - (703) 3086233 Room# Cl-23088

Risk Managasr Ravigwer: Teacy Lantz TLANTZ o
Sent Date: Calcldated Due Bale: 27-Dac-2006 Edited Bue Dale;

Type of Registeation: Product Registration - Seclion 3

Action Desc: {A38) NEW ALFOOD USE;WITH EXEMPTIONNO FEE: LINKED T0 A PRIA APPLICATION:

ingredients: 008101, Benpoic 20:5{99.93%)

* ¥ * Data Package Information™**

. Expedile: . Yos P No Date Sent: 11-Apr-2005 Due Back:

OP tngredient: 009101, Benzoic acid

DP Titte:
CSF Inciuded: €@ Yes - < No Labet inclutied: @ Yes - No Parem DP#®
Assigned To Data In Date Qut
Qrganization: AD { PSB 1%Apr2008 Last Possible Science Due Date: 22-May-2006
Team Name: CTT 13Apr2005 Science Due Dates 01-Aug-2005
Reviewer Narme: Powell, Wallace 15-Apr-2005 . SubData Package Due Date: 17-Jub2005

Gentractor Name:

*** Studies Sent for Review * * *
o Studiss

* ¥ * Additional Data Package for this Deciglon ***

Printed on Page 2

*** Data Package instructions ** *

Raren Tox -- Here are the HED reviews (Risk Assessmant) lo do acute tox based on Sodium Benzoate.
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§ : UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
B m1go‘§ WASHINGTON, D.C. 20460
GFFICE OF
PREVENTION, PFESTIOINES
AND TORIC SUBSTANCES
December 8, 2005
MEMCRANDUM

Subject: Data Package D315790
Benzoic Acid New Chemical Screen

From: Wallace Powell, Biologist %’ Jj 77
Product Sclence Branch {7
Antimicrobials Division {7510C}

Through: Karen P. Hicks, Team Leader
Chemistry/Toxicology Team
Product Science Branch ;
Antimicrobials Division {7510C) *

Michele E. Wingfield, Chief
Product Science Branch
Antirmicrabials Division {7510C)

To: Velma Noble, Product Manager, Tearn 31
Tracy Lantz, Team Reviewer, Team 31
Regulatory Management Branch |
Antimicrobials Division {7510C}

BACKGROUND

Petro-Canada wishes to register technical grade benzoic acid, 99.93% purlty, Benzoic acld is a
New Chemical active ingredient. Petro-Canada wishes to rely on acute toxicity data support for
sodium benzoate in support of benzoic acid,

in a March 30, 2005 mieeting between Petro-Canada and Antimicrobials Division
representatives, the consensus opinion regarding acute toxicity data support was that new data
for benzoic acid would most likely not be needed. 1t was thought that Petro-Canada could
most likely rely on sodium benzoate data, either in general or at least in regard to acute oral
toxicity.

DISCUSSION
A summary of available information on the toxicological effects of benzoic acid and sodium

benzoate is found in a September 25, 2003 Health Effects Division (HED) document “Benzoic
Acid and Benzoate salts: Health Effects Division Science Assessment Document for Tolerance
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Reassessment.” Regarding the similarity between the two chemicals, the HED document states
that “it was consldered that data gaps for one benzoate salt could be adequately addressed by
the existing data for the other benzoate compounds, Benzoic acid and its salts are rapidly
absorbed by mammals, conjugated with glycine, and rapldly excreted in the urine as hippuric
acid.”

The HED document also lists study results and their corresponding acute Toxicity Categories for
benzoic acid and, where available, for sadium benzoate. Acute effects for which the Toxicity
Categories are listed for both chemicals are acute oral toxiclty, eve Irritation, skin irritation, and
skin sensitization. For these effects, with the exception of eye iritation, the Categorles are in
general agreement between the two chemicals, with benzoic acid showing slightly greater acute
effect where there is a difference. For eye irritation, benzoic acid data showed severs irritation
whiereas sodium benzoate was non-irritating. This is not too surprising, however, since eye
irritation is a particularly variable acute effect, from one substance to ancther. {Approptiately,
the label for the proposed benzoic acid product indicates severe eye irritation.) Data for the
other two acute effects - acute dermal and acute inhalation toxicity -~ are available for benzoic
acid itself (though not necessarilty for sodium benzoate).

Other study results and human effects informatlon cited in Hazardous Substances Data Bank
{HSDB, available at http://toxnet.nim.nih.gov) and elsewhere help attest to the acute oral
toxicity Category 11 rating for the two chemicals and also suggest that benzoic acid itself,
though irritating, is not expected to be corrosive to the eye, respiratory tract, or mucous
membranes,

RECOMMENDATION

Based on the similarity between sodium benzoate and benzoic acid, and based on the acute
toxiclty data summaries for both chemicals in the above-referenced HED document, it can be
reasonably concluded that no further acute toxicity data is needed for the registration of
technical grade benzoic acid. (This, however, does not apply to future registrations of
formulations or dilutions, which will need to be supported by their own product-specific data or
by cited data conducted on similar products.} Concerns about data gaps -- acute dermal and
acute inhalation toxicity -~ for sodium benzoate are allayed by the availability of such data for
benzoic acid itself, Additionally, the above-cited data support in general appears consistent
with Information cited in Hazardous Substances Data Bank and elsewhere regarding these
chemicals’ effects in humans.

The acute Toxicity Categories listed in the above-referenced HED document for benzoic acid are
as follows:

Acute oral toxicity  III

Acute dermal tox, 111 {as worst case based on a limit test)
Acute inhalation tox. IV

Eye irritation I

Skin irritation 11

Skin sensitization Non-sensitizing

Based on the above acute Toxicity Categories, the proposed product label {version "12/1/2004
Draft™) should be revised in accordance with the Label Review Manual as follows:

2
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1. Change the signal word "CAUTION" to read "DANGER".

2. Add the statement "Harmfu! if absorbed through skin" {or add "if absorbed through
skin'' to the "Harmful if swallowed" sentence).

The term "Corrosive” need not be required on the label, since benzolc acid does not appear to
be corrosive to the eye, {References:
http:/fwww.inchem.org/documnents/cicads/cicads/cicad26.htm, hitp://toxnet.nim. nih.govicgi-
bin/sis/search/f?. ftemp/~wsBXTG:1 )

The applicant-proposed If Swaflowed portion of the First Aid section includes the statement "Do
not give any liquid to the person." Whereas, the usual statement as per the Label Review
Manual is "Have person sip 2 glass of water if able to swallow." However, the applicant may
use the proposed statement if the applicant considers it medically preferable.

Products placed in Toxicity Category I for eye irritation must normally include the following
“Note to Physician” statment near the First Aid section; “Probable mucosal damage may
contraindicate the use of gastric lavage.” However, mucosal damage from benzolc acid is not
expected, and the statement need not be required in this case unless the applicant considers it
appropnate.
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Page 48 contains the product confidential statement of formula and is not included in this copy.




UNITED STATES ENVIRDNMENTAL PROTECTION AGENLCY
WASHINGTON, D.C. 20480

OFFiCE OF
PREVENTION, PESTIIDES AND
TOXK: BUBSTANCES

September

August 29, 2003
MEMORANDUM

SUBJECT:  Tolerance Reassessment Decisions Completed by the Lower Toxicity Pesticide
Chemical Focus Group

FROM: Peter Caulking, Associate Director
Registration Division

TO: Richard Keigwin, Acting Associate Director
Special Review and Rercgistration Division

Please find attached the Focus Group Decision Document for benzoic acid and its sodium
salt, The four tolerance exemptions for these chemicals 1 40 CFR 180.1001 are reagscssed.

If you have any commenis or guestions, please contact Kathryn Boyle at 763-305-6304.

Attachments ()

Page 1 of 17
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ST T UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2 '{% WASHINGTON, D.C. 20480
3 3
g
%% o‘g PREVENTION, PESNCIDES AN
R HH, P 5 AND
W ot YOXIE SUBSTANCES
September 27, 2003
MEMORANDUM
FROM: Kathryn Boyle, Chair
Lower Toxicity Pesticide Chemical Focus Group
Registration Division
TO: Susan Lewis, Acting Chief
Minor Use, Inerts, and Emergency Response Branch
Registration Division
SUBJECT:  Recommendation for Tolerance Reassessment

The attached science assessment discusses the toxicity of benzoic acid and is sodium,
potassium, calcium, ammonium, and magnesium salis. Based on the rapid metabolism and
excretion of these chemicals, and the existing assessments, a qualifalive assessment was
performed.

Based on its review nnd evaluation of the available information, EPA conclodes that there
is a reasonable certainty that no harm will result to the general population, and to infants and
children from aggregate exposure (0 residucs of benzoic acid and its sodium, potassium, calcium,
apmmonium, and magnesium salts from their uses as inert ingredients in pesticide products. The
benzoic acid exemptions from the requirement of a tolerance as established in 40 CFR 180.1001
{¢) and (¢} and the sodium benzoate exemptions from the requirenient of a tolerance as
established in 40 CFR 180.1001 {c) and (e) are reassessed. Based on their rapid metabolism and
excretion and the available information an acuote toxieity, sodium, potassium, calcium,
ammoniun, and magnesivm benzoate are reclassified as List 4A. Benzoic acid is classified as
List 4B based on severe eye imitatiou (Toxicity Category I).

Page 2 of 17
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September 25, 2003

Memorandum

Subjeet:

From:

Througl::

To:

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

QFFICE GF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Benzoic Acid and Benzoate salts: Health Effects Division Science
Agsessmient Document for Telerance Reassessment.

CAS No.: 65-85-0 (benzoic aeid)
532-32-1 {sodium benzoate}
582-25-2 {potassium benzoate)

2090-05-3 (calclum benzoate)
1863-63-4 {ammonium benzoate)
563-70-8 {magnesium benzoate}

Chemical Class: benzoates

Elissa Reaves, Toxicologist

Reregistration Brauceh 2

Health Effects Division (7509C)

Paaline Wagner, Branch Chief

Reregistralion Branch 2

Health Effects Division (7506(C)

Lower Toxicity Pesticide Chemieal Focus Group

Rathryn Boyle, Chair
Registration Division (7503C)

Page Jof 17
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Background:

Attached is the Lower Toxicity Pesticide Chemicals Focus Group’s science assessment
for benzoic acid, sodium benzoate, and other salts of benzoic acid. This assessment summarizes
available information on the use, physical/chemical properties, toxicological effects, and
exposure profile of these benzoate salts. In performing this asscssment, EPA has utilized reviews
previously perfonned by EPA and FDA and relied on peer-reviewed evaluations performed by
the Cosmetic Ingredient Review (CIR) and FAQ/WHO.

I. Executive Sumimary:

Benzoic gcid, also called benzencearboxylic acid, accurs naturalky in certain foods such
as raspberrics, cranberries, prunes, cinnamon, ripe cloves, plums, 1¢a, anisc, and oil of lovaye;
with mast berrics containting about 8.05 pereent. Benzoic acid and sodium benzoate have been
used for decades in pharmaceuticals, as a pH adiustor and/nr preservative 1n cosmetics, bath and
beauty products, and as preservatives/ antimicrobial agents in foods and beverages. Less is
known about the other sali forms of benzoic acid {ammonium, calcium, magnesium, and
polassium). However, it was considered that data gaps for one benzoate saft coulid be adequately
addressed by the cxisting data for the other benzoate compounds. Benzoice acid and its salts are
rapidly absorhed by mammals, conjugated with glycine, and rapidly cxereted in the urine as
hippuric acid. There i3 no reported sccumulation of benzoate in the body. However, the ability
to conjugate benzoic acid depends upon adeqguate hiver function and mutritional supply of glycine.

Toxicological effects from exposure to benzoale solids decumented in various websites
and from open literature studies include irritadion to the nose and throat, slight 10 moderate
irritation to the skiu, and irritation to the eyes. The benzoates were recagnized to produce
nonimmunologic contact reaction, but it was not determined whether the reactions were
histamine or prostaglandin mediated. Dermal sensitization, photo toxicity, and
photoscnsitizatton studies were negalive,

The available ecotoxicity data for benzoic acid and the benzoate salts indicate that these
compounds are expected 10 be readily blodegradable in the environment, are of low toxicity to
fish and other aquatic organisms, mammals, and birds. EPA believes that benzoie and the
benzoate salts will not cause unreasonable adverse effects on the envirolment.

Bascd on available information on benzoic acid and benzoate salts, their natural
occarrence in berrics, their expected use patterns, their safe history of usc as food additives, their
extensive use in cosmetics and bath products, and their low toxicily, the Health Effecty Division
(HED) has determined that a quantitatove risk assessment is not warranted for these compounds,

11, Use Information:

The 10lerance exemptions being reassessed in this docuent, the 49 CFR location of the
established tolerance exernption, and the use pattem as an inert or active ingredient are listed in

Page 4 of |7
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Fable 1,

Table 1. Use Pattern (pesticidal-inert ingredient)

Chem}_&ai Namg PC Code | 40 CFR 180.1001 tnerl Use Pattern Current Inert
B & {Pesticidal) List®
Benzoic Acid 509101 {cy{e) preservalive for formulatiens 413
Sodium Beuzoate 809143 (o} {e) anticaklug agent, slabilizer, 9B
prescTvalive

Polagsiunl Benzaate 799103 nan-food only -
Calcium Benzoate 260633 uon-food ouly 3
Ammoliom Beyzoute 809099 non-food only 3
Magnesium Benzoate 900323 aon-food only 3

OResidues listed In section {¢) of 40 CFR 180.1981 are exempted from a tolersnce when used as inert ingredienis in
pesticide formulations when applied 1o growing crops or 10 raw agriculivral commodilies after harvest; residues
listed in section (e} of 40 CFR 180,100 arc exempted frunr a tolerance when used as inert fngredients in pesticide
formulalions applied 1o animals,

*Iner iltgredients are categorized into four lists as described in the 52 FR 13305, Inert Ingeedients in Pesticide
Products Policy Sratement, List 3 includes inert ingredienls of undouwn toxicity. Inert ingrediesnts on this Tist lave
not yet been determined 1o be ol mitimal concerm,  List 4 are inert ingredieins of mioimal concern and are
subdivided into 4A (minimal risk inert ingredients) and 4B (hiert ingredients witli sufficient data 1o substaitiate safe
use in pesticide producs).

NA Not available

According to the OPPIN database, both benzoic acid and sodium benzoate also have
active ingredient PC Codes, 009101 and (09103, respectively. There are no active or pending
registrations for benzoic acid as an active ingredient, ard only onc active registration for sodium
benzoate.

Use Patterst (non-pesticidal):

Benzoic Acid: Benzoic acid is generally recognized as safe (GRAS) by the U8, FDA
when used as an antimicrobial and flavoring agent and adjuvant (2] CFR 184.1021). The
ingredient is used in food levels not to exceed good wanufacturing practice with a maximum
usage level of 0.1% in food. Benzoic acid and sodium benzoate are also used as a preservative in
cosmetic formulations with the majority of both ingredients ascd at <1% (Anderson 2001},
Benzoic acid and sodium benzoate are both also used as a pHl adjustor and/or preservative in bath
and body products, and in pharmaceuticals. The maujor outlet (75%) for the production of
benzoie acid is as a chemical intermediate in the production of phenol. Other uses of benzoic
acid not specifically regulated includes the use in paints, varnishes, solvents, cleaning and
washing agents, photo chemicals and anlifrecze agents.

The Agency notes that benzoic acid is included on the Agency’s list of chemicals
included in the High Production Volume (11PV} Challenge Program. HPV chemicals are those

Page 5 of 17
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that arc manufactured or imported into the United States in volumes greater than one million
pounds per vear. There are approximately 3,000 HPV chemicals that are produced or imported
into the United States. The HPV Challenge Program is a voluntary parmership between industry,
enviropmental groups, and the EPA which invites cliemical manufacturers and importers to
provide basic hazard data on the HPV chemicals they produce/import. The goal of this program
is to facilitate the public’s right-to-know about the potential hazards of chemicals found in their
environment, their homes, their workplace, and in consumer products.

Sodium Benzoate: Sodium benzoate is generally recognized as safe by the U8, FDA
when used as an antimtcrobial and {lavoring agent and adjuvant (21 CFR 184.1733). The
ingredient is used in food at levels not to exceed good manufacturing practice with a maximum
usage level of 0.1% in food. The Cosmctic Ingredient Review {CIR) Expert Panel concluded that
benzoic acid and sodium benzoate could be used safely in cosmetic formulations at
concentrations up to 3% (Anderson 2001}, Sodium benzeate is mainly produced for use as a
preservative in food and beverages (60%) and is also important for use in cooling liquids (10%).
The use of sodium benzoate in paint strippers is limited to uses in industrial settings. Other uses
of sodium benzoate may include the use in painis, vamishes, solvents, cleaning and washing
agents, photo chemicals, and antifreeze agents. The Agency notes that sodium benzoate is
mncluded on the HPV Chiallenge Program.

Ammonium Benzoate (Benzoic Acid NH, ) Ammonium benzoate is regulated hy the
1S, FDA as an indirect food additive for the limited use as a preservative component of
adhesives (21 CFR 175.103). Ammonium benzoate is also reported as an industrial preservative
for paper wrappers and as an agent for reducing curing time in vuleanization of rubber.
Ammonium benzoate is not currently being sponsored; however, it is within the scope of the
HPV Challenge Program and is currently available for sponsorship.

HI. Physical/Chemical Propertics:

Tahle 2. Physical/Chemical Properties.

Benzoic Acid Sodium Benzoate® | Benzoie Acid NH,,
Physical State white sclid white solid white solid
Molceular Formula CJ1L,CO0H CH;COONa+ C H,COONH,,
Molecular Weight (Da) 12212 144.11 139.16
Mclting Point °C 122.4 330.6 198
Water Solubility insoluble saluble soluble
Density (g/cm®) 1.2639 1.44 1.260

* Data for magnesium benzoate, potassium benzoate or calcium benzoate are expecied 10 be silndlar lo sodium

benzoale.

Page 6 0of 17
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Calcium Benzoale Ammonium Benzoate Henzoic Acid Mg+

1V. Hazard Assessment

Table 3. Summary of Acute 'Toxicity Data on Benzoic Acid and Sodium Benzoate,

Benzoic Acid Sodium Benzoate

Test Species Resulis Category | Species Resultx Category
Oral LBy, ral 2565 matkg 33 Fal 3140 mpikg {1}
Bermai LDy, rubbit =200 mefky FEE 1o dats
Inhalation LCay rat =122 myp/tah. v no dala
Eve Irrifation rabbil severe irrflation i rabbit slightly inritaning i
Dermal rabbi non to slightly H rabbir non-irritating v
frritation wrilating
Dermal guinea not sensitizing Not husran noninhunologic Not
Sensitization My applicable comact urticasia applicable

A. Toxicological Profile: The gencral effects of exposure to benzaie acid and sodium
benzoate o its salts include nose and throat irntation if inhaled, as well as slight skin and severe
eye irritation. Benzoic acid and the benzoate salts arc rapidly metabolized and excreted, do not
bioaccumulate, and have low toxicity afier acute and repeated exposures. Early human
consumption studies indicated no externally visible effecis from ingesting 0.5 to 1.0 g/day of
benzoic acid for 44 consecutive days or for 82/86 or 88/92 days (Gerlach 1909; as cited in
USEPA IRIS). Assuming 2 human body weight of 70 kg, this corresponds to a dose of 14
mg/kg/day of benzoic acid. In another early study (1909), men who drank from 1 to 2.5 liters of
apple juice containing 0.1 percent sodium benzoate complained of burning taste, headache,
nausca and vomiting, itching of the skin, sweating, constipation and albuminuria. However,
massive doses of sodium benzoate (23-60 g per day) were given to rheumatic patients without
producing any harmiul effects (FDA 1973). Adverse efiects in
hunans

‘ CO0-Har COO-%-
given an oral ( \\j/c%ﬁ
=

Benzaic Acid Sodium Benzoalo Polussivm Benzoale
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bolus dose of less than or equal to 1.75 g/day of benzaic actd over a 20-day period include
observed irritation, discomfort, weakness, and malaise (Wiley and Bigelow 1908; as cited in
USEPA IRIS).

The oral LDy, for benzaic acid 1s 1,520 mg for the rabbit and 2,000 mg for the cat and
dog. The lethal dosc for benzoic acid in sheep is estimated to be 1,000 mg/ke (FDA 1973).

A chronic oral dose of 40 mg/kg/day af benzoic acid Tor 17 months was assoctated with
decreased resistance 10 stress in mice and possibly with reduced food and water intake in rats
after 18 months. However, another study reported by the same laboratary indicated 80
mg/kg/day in rats for 18 months was not associated with adverse elfects on body weight,
survival, or gross or microscopic pathalogy (Shienberg and Ignat’er 1970; Ignat’cr 1963; as cited
in USEPA IRIS). Other long-term dietary studies showed deereased lood intake and body weight
inrats led 1.5% benzoic acid (750 mg/kg/day). A reduced dose of 1.0% benzoic acid in the diet
(50 mg/ke/day) did not produce signs of toxicity or adverse reproductive effects (Marquardt
1960; as cited in USEPA IRIS).

No posilive resulls have been reported for benzoic acid or sodinm benzoate when tested
for mutagenicity or genofoxicity in prokaryoles, eukaryotes, and several mammalian test systems
(McCann el al,, 1973; Litton Bionetics, Inc., 1975 and 1975; Oikawa ctal., 1980; as cited in
LUSEPA IRIS).

B. Cations: Ammonium, Caleium, Magnesium, Potassinm, and Sedium:

Caleium: The human body burden of calcium is approximately | kg for a 70 kg adul;
thus, 1/70th of our weight is calcium, The calcium cation is necessary for bone and teeth
formation. It is also important to the proper fimctioning of nerves, enzvmes, and muscles, and
plays a role in blood clonting and the mainienance ol cell membranes. The recommended daily
allowances (RDAs) for calcium are 1000 mg/day for aduits aged 19 10 50 vears, and 1200 mp/day
for individuals older than 50 vears.

Magnesium: The buman body burden of magnesium is approximately 20 g fora 70 kg
adult. The magnesium catton is also used in building bones. It plays a role in releasing energy
from muscles and regulating body temperature. The RDA is 310 10 320 mp/day for adult
females, and 400 to 420 my/day for adult males, with the RDA increasing with increasing age.

Potassium: The human body burden of potassiun is approximately 140 g for a 70 kg
adult. The potassium cation is important in regulating blood pressure, regulating cellular water
contend, maintaining proper pH balance, and transmission of nerve impnlses. 1t helps to regulate
the electrical activity of the heart and muscles. The potassium RDA is 900 mg/day.

Sodium: The human body burden of sodium is approximately 20 g for a 70 kg adull. The
sochium cation ts necessary for tlic nerves and muscles to function properly. It is the principal

cation of exiracellular fluid, and helps to maintain the body’s water balance. These clectrolytes,
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the electrically charged ions in the body fluids, consist to a great extent ol sodium and potassium.
There is no Recomunended Daily Allowance (RDA) for sodium.

C. Ammonium Sait:

Ammonium salts dissociate to the negatively charged anton and the positively charged
ammoninm cation {NH,”). Humans cannot convert atmospheric nitrogen to any form that can be
used as part of any of the various metabolic eycles. Therefore, reduced nitrogen (NI, has to
enter the body from an outside source, These sources are the nitrogen-containing amino acids in
protein which are consumed daily as part of the diet. Although the human body can produce
some amino acids, len wmnino acids are considered “essential™ amino acids, 1.., they must be
conswned in the diet.

Generally the body works to maintain a balance of nitrogen intake and nitrogen excretion.
The estimated daily ammonia intake through food and drinking water is 18 mg. In contrast, 4000
mg of ammonia per day are produced endogenously in the human intestine.

Ammonia and the ammoniunt tofl are integral components of normal ltuman metabolic
processes. Ammonia is released following deamination that occurs when protein is uscd by the
body for energy production. The liver converts anunonia via the urea cycle mito urea. According
to FDA in the “Evaluation of the Health Aspects of Certain Amamonium Salts as Food
ingredients™ (1974), “the normal liver so readily detoxifies ammonium ion from alimentary
scurces that blood concentrations of ammonium salis do 110t rise to the levels necessary fo cvoke
toxic response.” Approximately 80% of the body’s excess nitrogen is eliminated through the
kidneys as urea, approximately 25 to 30 grams per day.

D. Special Considerations for Infants and Children

{iiven the wide spread oceurrence of benzoates i the food supply, the amount of
benzoatcs thal can be applied to foed as a result of its vse in a pesticide product shonld not
signilicantly jucrease the existing amounts in the food supply. Oral doses of sodium benzoaie
appeared to have no maternal toxicity, fetal toxieity, or teratogenicity in mice, rats, hanisters, or
rabbits with the highest doses tested being 175.0 mg/kg/day in mice and rats, 300.0 mp/kg/day in
hamsters, and 250.0 mg/kg/day in rabbiis (FDRL 1972; as cited in USEPA [IRIS).

However, there is some concern that low birlh weight or premature infants with inunature
livers can experience adverse cffects when adniinistered benzoic acid or benzoate salts. Infants
wilh hmmature livers may not be capable of metabolizing benzoate. It was suggested that a
combination of sodium benzoate and sodium phenylacetate not be adiministered to low birth
weight infants unless the benefits outweigh the risks (AMA 1991 USP DI 1992, as cited in
TOXNET).

EPA believes there would be a very low exposurc of premature or very young infanis to
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benzoates. First, premature or very young infants ingest only formula or breast milk, (Itis
generally recommended that infants not consume solid food until 4 to 6 months of age.}
Regulation of infant formulas is under the purview of the FDA. (waw i sov/igactfaturess505_haby blj,
Benzoic acid and sodium benzoate are generally recognized as safe (GRAS) under 21 CFR
184.1021 and 184.1733, respectively. Therefore, infants consuming only infant formula or breast
milk would be exposed to very low amounts of benzoates. Second, even if a young infant were
to be fed some solid food, given the characteristics of benzoic acid and benzoate salts, residues
are not likely to be present above naturally occurring concentrations. As discussed below
{section 7) the benzoales are readily biodegradable. it is not likely to be taken up by plants.

Once past this several month time-period, there is no longer a concern for potential
sensitivity to infants and children. Older infants, like adults, process benzoates through well
understood metabolic pathways. A salety factor analysis has not been used to asscss the risk.
For the same rcasons the additional tenfold safety factor is unnccessary.

V. Exposure Assessment

Benzoic acid and sodium benzoate have been used for decades in pharmaceuticals,
cosmetics and/or in foud as preservatives and flavoring/fragrance agents. According to
information in Product Registers the substances are also used in different kinds of products, such
as in paints, varnishes, solvents, cleaning and washing agents, photo chemicals, and antifrecze
agents. Benzoic acid and sodium benzoate both have the status “generally recognized as safe”
{GRAS) by the U.5. FDA. An estimaled daily food input of benzoate by the 1.8, EPA was 278
mg as sodium benzoate and 34 mg as benzoic acid. (USEPA 1987; as cited in USEPA IRIS}). In
1983, the Joint Expert Committee on Food Additives (JEFCA) of the World Health Organization
(WHO) established a group acceptable daily intake (ADI} for benzoic acid and its salt of 5 mg/kg
body weight, This group ADI is based on the structural similarity and common metabaolic fate of
these chemicals (WHO 1997).

The National Research Council subcommittee also provided a possible daily human
intake of benzoic acid and sodinm benzoate in the total diet based on a comprchensive survey.
The following table summarizes the possible daily intake for individuals in various age groups
(FDA 1973).

Table 4. Possible daily inlake

Total Intake mp wig/ kilogram of body weight™
Benzoic Acid Sodium Benzoale Benzole Acid Sodiun: Benzoate
Age proup Ave. | Max | Avg Max Avg. Max. Ave. Max.
0-5 mos. 0.6 1 19 21 B 2 2 4
&-11 mos. 6 21 TH 313 8 2.6 14 39
£2-23 mos. 16 46 188 404 1.4 42 17 37
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263+ yra. 34 87 328 669 0.6 G 5.3 i

* Caleulslions based on an average weight of 60 kg for an adult and the following estimaled weighis of infanis by
age groups: 0-3 mos., 5 kg; 6-11 mos., 8 kg and 12-23 mos,, 11 kg.

It should also be noted that the NRC subcommitiee stated the calculations of benzoate
intakes are likely over stated, possibly by considerable margins. The Select Committee regarded
the figures given in the table ag levels that would unlikely be consumed by any of the age groups,
Figures in the table were considered to be generons overestimates of the benzoic acid and sodium
benzoate content of the human diet (I'DA 1973).

The worldwide production capacity for benzoic acid is estimated at 700 kt. The major
outlet (75% or 525 ki) for benzoic acid 1s for the production of phenol, which in turn is mainly
used to produce caprolactam. The next biggest outlet is as a feedstock for sodium benzoale (10%
or 70 kt) and chemical synthesis of plasticizers (5% or 35 kt). So, benzoic acid is mainly used in
controtled industrial settings.

The worldwide production of sodium benzoate is eslimated at 100 ki. The majar use for
sodium benzoate is as a preservative in food and beverages (60% or 80 ki), The sccond most
important market for sodium benzoate is for cooling liquids (10% or 10 kt). Like sodium
benzoate, potassium benzoate is used niainly as a preservative in nonaleoholic beverages with an
estimated worldwide production capacity of only 7 kt.  Amnonium benzoate is approved only as
an indirect food additive for use only as companent of adhesives (21 CFR 175,105). No
production estimates could be determined for anumoniwn benzoate or any of the other benzoate
salts,

The usc of benzoic acid and sodium benzoate in pesticide products as inert ingredients is
expected to result in much lower exposure thau the FDA-regulated use of these compounds, as
well as lower exposure than in the average daily intake of benzoates, Therefore, a quantitative
screening-level exposure assessiment has net been conducted.

VI Risk Characterization

Benzoic acid is a naturally occurring compound found in berries and other foods. As
previously discussed in this document, there are many FDA approved uses for benzoic acid and
the benzoate salts, Residues from the pesticide uses of the benzoates are not likely to greatly
contribute to the levels alrcady approximated as the average daily nitake.

As noted previously, three of the benzouates assessed in this dochument, benzoic acid,
sodium benzoate, and ammonium benzoate, are inchuded on the Agency’s list of chemicals
included in the High Production Volunte (HPV) Challenge Program. HPV chemicals are those
that are manufactured or imported into the United Siates in volumes greater than ope million
pounds per year. There are approximately 3,000 HPV chemicals that are produced or imported
into the United States. The HPV Challenge Program: is a valuntary partnership between industry,
environmental groups, and the EPA which invites chemical manufacturers and importers to
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provide basic hazard data on the HPV cliemicals they produce/import. The goal of this program
is to facilitate the public’s right-to-know about the potential hazards of chemicals found in their
envirommenl, their homes, their workplace, and in consumer products, Based on the available
toxicity data [or the benzoates, the Agency feels confident in proceeding with this 1olerance
reassessment decision. Any submissian of data by sponsors of benzoic acid, sodium benzoate,
and ammonium benzoale as part of the HPV Challenge Program may, in the {inure, be used by
OPP to revise or update their tolerance reassessment decision Tor these benzoates as deemed
necessary and appropriate.

Taking into consideration all available information on benzoie acid, sodium benzoate,
and the other salts of benzoate, including the FDA’s designation of GRAS Jor benzoie acid and
sodium benzoate, as preservatives/antimicrobial agents in foods and beverages, the historical usc
of benzoic acid and sodium benzoate in pharmaceuticals, cosmeties, as well as the natural
presence of benzoic acid in berries, the use of ammonium benzoate as a preservative in adhesive
components in foods, the use of benzoic acid and the benzoate salts as inerl ingredients in
pesticide formulaions are nnlikely to pose a significant haxard to the general public or any
population subgroup. Therefore, HED is conducting a qualitative approach to assessing human
health risks from exposure to benzoates,

VI Environmental Fate/Ecotoxicity/Drinking Water Considerations:

The envimmmental fate and occurrence of benzoic acid has been well studicd. The
Hazardous Substances Database (HISDB) {www.ioxneLnlm.nih.gov) contains extensive summaries of
the environmental fate of benizoic acid. In addilion, HSDB information has been supplemented
with predictive modeling based on structire activity relationships. For this analysis, sodium,
potassium calciun, and magnesiony salts were considered equivalent with respect to their
environmental fate and ecotoxicity. Slight differences in physical-chemical properties were
observed, but are not expected to impact their behavior or toxicity in the environment. Benzoic
acid and the ammmonium salt of benzoic acid were addressad separately.

Table | provides key fale and chemical properties for benzoic acid and representative
motlccules of the salts. With a pKa of 4.204, benzoic acid will dissoctate to form an anion a1
environmental pH up to the limits of its solubility. The benzoate salts are highly water soluble
and readily dissociate into the anion (benzoic acid) and cation {sodiwm, potassium, calcium,
inagnesium and ammonium ion). Thus, the environmental fate and effects of the beazoic acid
salts are closely related to that of benzoie acid, and the free cation.

'fable 3 Properties and Environmental Fate of Benzoic Acid and Selected Salts

?ropeny ' Bcnzmc A{:id Sodinin Bexzoate Benzoic Amd Ammoninm
Salt
Water Solubility (mg/L.) 3400 (M) 5.56E05 (M) >1.0E06 (E)
@ 25¢
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Yapor Pressure min Hy TR04 (M} 167E-08 (BY 2.63L-07 (B}
@ 25C

Henry's Law Coefficient 31.8E-08 (M) LOVE-O7 (L} 32E-16{E}

(atm-miAnole}

Biodegradation Primary: howrs-days Pritnary: horrs-days Peitnary: hours-days
Uldmate: days-weeks Ultinnate: days-weeks Ultimate: days-weeks

Log Ko 1.87 (M) -2.27(F) -1L334E)

K, (mlig) 14 (E} 14 (E) 99

Hydrolysis Half-life @pH No hydrolizable No hydrolizable 52 days

7 (davs) functional groups Rmetional groups

M: Measured; E: Estimated

Based on low K5 and log K.,.5. benzoic acid and its salt are classilied as highly mobile
in soil (McCall). Volatilization from water would be minimal, based on both benzoic acid and
the salts’ low Henry’s Law constant. All compounds have a low potential to volatilize from soil
surfaces, based on vapor pressures of less than 1 x 10 mm Hg.

The biodegradability of benzoic acid lias been extensively studied and are expected to be
readily biodegradable in the environment. Using both unacclimated and acclimated sludge
inoculums, benzoic acid degraded with half-lives of less than approximately 5 days. Inmost all
cases, near complete mineralization occurred in under 10 days. In soil inoculums, benzoic acid
exhibited a half-{ife for mineralization of 4.5 hours. In a second study, complete mineralization
oceurred in one day. Benzoic acid degraded in a polluted river water in 0.85 days and in
reservoir water ia 3.6 days. Degradation appears to be concentration dependent, witl low
concentrations, less than 1 ppb, mineralizing in cutrophic and oligotrophic lake water in under 7
days. Overall half-lives in unacclimated and acclimated systems ranges from hours o days for
primary degradation and hours to weeks for ulnmate (mincralization) degradalion.

In an acidic soil, benzoic acid mincralized up to 80 percent in less than 12 weeks, The
same experiment in a neutral soil resulted in approximately 70 percent mineralized in 12 weeks.
Anaerobically, more than 75 percent of benzoic acid mineralizes when incubated for 8 weeks
using sludge from a secondary dipester. In several other experiments using sewage sludge
inoculums, benzoic acid mincratized >90 percent i as little as 7 to 18 days. In a study using
anoxic sediment from a hypereutrophie lake in Kalamazoo, M, benzoic acid degraded
completely (methane and CO,) in one week.

Due to the lack of hydrolyzable functional groups, abiotic degradation of benzoic acid
and the salts of benzoate would not be expected to be an imporiant fate process. However, the
ammonium sall would hydrolyze in neutral to alkaline environments from 5 days at pH 8 to 52
days at pH 7. Benzoic acid is expected to photolyze based on UV adsorption at 310nm,
Available data indicate that 10.2 percent photlolyzes in approximately 17 hours.
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If any of these compounds were 1o enter the atmosphere, it is expected to exist sulely as a
vapor. Vapor-phase benzoic acid would be readily degraded in the atmosphere by reaction with
photochemically-produced hydroxyt radicles with an estimated half-life of 8 days.

Estimated toxicity (Meylan, 1998) indicates benzoic acid is the most toxic of the
substances reviewed in this assessment. Table 2 lists thie estimated toxicity for several species.
Green algae and fish are among the most sensitive species based on predictive modeling for acute
and chronic endpoints for all compounds. Based on the enviromnental fate profile of benzoic
acid and its salig, exposures from labels uses are unlikely to reach concentrations necessary to
elicit effects in aquatic organisms. Using laboratory rat data as a surrogate for terrestrial wild
mammals and birds, beuzoic acid and its salts do not appear 10 be very toxic and adverse effects
from labeled uses is not expected.

Table 2. Ecotoxicity of Benzeic Acid and Selected Salts

“Property Benzolc Acid Soditm Beazoate Benzoic-Acid,
Ammonidm Salt

Fish {96-h LC,;; mgsL} 1200 »].0LE06 LAEGS
Daphnid (48-h L.C . myil) 1374 3.8E05 {203
Gireen Algae (96-1 BCy, nigfl) ol 4.3E05 61172
Fish {30-day Chronic; mg/L) 151 71380 L3486
Fish (SW) {96-h 1.Cy,; nsg/L} 258 32047 6374
Mysid Shrimp (96-h LC,; meg/L) 380 =1.0E06 4.3E63
Green Algae (96-h Chronic; agyL) 73 166 893
Earthworm (14-day LC ., ma/Kg 8238 18317 U8t

dry wl}

Detections of benzaic acid in surface water have been extensively reponted, bt not
quantified. In ground water, concentrations of <0.1 ppb bave been reported for areas without
known sources of potential contamination such as landfills, wood preserving facilities, and
petroleum operations. Benzoic acid has been detecled in the particulate fraction of rain and
snow. In drinking water, concentrations of up to 15 ppm in the tap water of Otimmwa, TA was
reported, but was not detected in water from utilities in Scattle, Philadelphia, or Cincinnatl.
Benzoic acid has been deteeted, but not guantified, in other drinking water monitoring studies,
domestically and internationally. Qverall, and with few exceptions, concentrations of benzoic
acid in ambicnt and drinking water is expected to be in the low ppb range,

VI Cumulative Expasure:

Page 14 of 17

62




Section 408(bY2)} D) v} of the FFDCA requires that, when considering whether to
establish, modify, or revoke a tolerance, the Agency consider “available information™ conceming
the cumulative effects of a particular pesticide’s residues and “other substances that have a
common mechanism of toxicity.”

EPA does noi have, at this time, avallable data to determine whether benzoic aeid or the
benzoate salts have a common mechanism of toxicity with other substances. Unlike other
pesticides for which EPA has followed a eumulative risk approach based on a common
mechanism of toxicity, EPA has not made a cammon mechanism of toxicity finding as to
benzoic acid or the benzoate salts and any other substances and benzoic acid or the benzoate salts
do no appear {0 produce a toxic metaboltie produced by other substances. For the purposes of
this tolerance action, therefore, EPA has not assumed that benzoic acid or the benzoate salts have
a common mechanism of toxieity with other sitbstances. For information regarding FPA’s
cfforis to determine which chemicals have a common mechanism of toxicity and to evaluate ihe
cumulative effects of such chemicals, see the policy statements released by EPA’s Office of
Pesticide Programs concerning common mechantsm determinations and procedures for
cumulating cffects From substances found 1o have a cornon mechanism on EPA™s website at
http://wew.epa.govi/pesticides/cumulntive/.
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Kathryn Boyle/DCIUSEPAMIS To Tracy LantziDCAUSEPAUSEERPA

%
11/22/2005 09:49 AN ¢

koo
Subject benzoates

Tracy -

i was asked to send o you the document that was prepared on benzoeic acid and its varous salts. This
document was the basis of the tolerance reasessment for the existing exemptions for benzoic a¢id and
sodium benzoate. it will alse be used in the near future to establish tolerance exemptions for the other
salts which are now List 4A,

LTFPC.Benzoic Acid combo.visd

Kathryn Bovie

inert Ingredient Assessment Branch
Registration Division

Office of Pesticide Programs
703-305-6304
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UNFTED BTATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

OFFICE OF
PREVEHTION, PESTICIDES AND
TOXI SUBSTANDES

Sepiember
Fragust 29, 2003

MEMORANDUM

SUBJECT:  Tolerance Reassessiment Decisions Conipleted by the Lower Toxicity Pesticide
Chemical Focus Group

FROMLE: Peter Caulkins, Associale Director
Registration Division

T Richard Keigwitl, Acting Associate Director
Special Review and Reregistration Division

Please find attached the Focus Group Decision Document for benzoic acid and its sodium
salt, The four tolerance exemptions for these chemicals in 40 CFR 180.1001 are reassessed.

if vou have any coutments or questions, please contact Kathryn Boyle at 703-305-6304,

Attachments (1)
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UMITED STATES ENVIRONBMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

MM Ay

2, cﬁ‘e? PREVENT}O?? Fgégigses AN
. o

A erot® TOMT BUBSTANCES
September 27, 2003
MEMORANDUM
FROM: Kathryn Boyle, Chair

Lower Toxicity Pesticide Chemical Focus Group

Registration Diviston
TO: Susan Lewis, Acting Chicf

Minor Use, Inerts, and Emergency Response Branch
Registration Division

SUBIECT:  Recommeoendation for Telerance Reassessment

The attached science assessment discusses the toxicity of benzoic acid and its sodium,
potassium, calcium, ammonium, and magnesium salts, Based on the rapid metabolism and
excretion of these chemicals, and the existing assessments, a qualitative assessment was
performed.

Based on its review and evaluvation of the available information, FPA concludes that there
is a reasonable certainty that no harm wall result to the general population, and 1o infants and
children from aggregate exposure to residues of benzoie acid and its sodium, potassiun, calcium,
ammonium, and magnesiwm salts from their uses as inert ingredients in pesticide products. The
benzoic acid exemptions from the requirement of a tolerance as established in 40 CFR 180.1001
{c) and (e) and the sodium benzoate exemptions from the requirement of a tolerance as
established in 40 CFR 180.1001 (¢} and (¢) are reassessed. Based on their rapid metabelism and
excretion and the available information on acute taxicity, sodiim, potassium, caleium,
ammonium, and magnesium benzoale are reclugsified as List 4A. Benzoic acid is classified as
List 4B bused on severe eve irritation (Toxicity Category I).
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September 25, 2003

Memorandum

Subjeet:

From:

Through:

To:

UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

QFFICE OF
PREVENTHON, PESTICIOES AND
TOXIC SUBSTANCES

Benzoic Acid and Benzoate salts: Health Effects Division Science
Assessment Document for Tolerance Renssessment.

CAS No.: 65-85-0 {benzote acid)
332-32-1 {sodium benzoate)
582-25-2 {potassium benzoatc)

2090-05-3 {caleium benzoate)
1863-63-4  {(ammonium benzoate)
563-70-8 {rnagnesinm benzoate)

Chemical Ctass: benzoates

Elissa Reaves, Toxicologist

Reregistration Branch 2

Health Effecis Pivision (7509C)

Pauline Wagner, Branch Chief

Reregistration Branch 2

Health Effects Division (73060)

Lower Toxicity Pesticide Chemical Focus Group

Kathryn Boyle, Chair
Registration Division {7503C)
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Background:

Attached is the Lower Toxicity Pesticide Chemicals Foeus Group's science assessnient
for benzoic acid. sodhim benzoate, and other salis of benzoic acid. This assessment sumimarizes
available information on the use, physicalichemical properties, toxicological effects, and
exposure profile of these benzoate salts. In performing this assessment, EPA has utilized reviews
previously performed by EPA and FDA and rclied on pecr-reviewed evaluations performed by
the Cnsmetic Ingredient Review (CIR) and FAOQ/WHO.

1. Executive Summary:

Benzoic acid, also called benzenccarbaxylic acid, ocewrs naturally in cerlain foods such
as raspberries, cranberrics, prunes, cinnamon, ripe cloves, plums, tea, anise, and oil of lovage;
with most berries containing about 8.03 pereent. Benzoic acid and sodium benzoate have been
used for decadces in pharmaccuticals, as a pH adjustor and/or preservative in ensmetics, barh and
beauty products, and as preservatives/ antunicrobial agents in foads and beverages. Less is
known about the other salt forms of benzoic acid (ammonium, caleium, maguesium, and
potassium). However, it was considered that data gaps for one benzoate salt could be adequately
addressed by the existing data for the other benzoate compounds. Benzaic acid and its salts are
rapidly absorbed by mammals, conjugated with glycine, and rapidly exereted in the urine as
hippuric acid. There is no reported accumutation of benzoate in the body. However, the ability
to conjugate benzoic acid depends upon adequate liver function and mstritional supply of glycine,

Toxicelogical effects from exposure to benzoate solids docnmented in various websites
and from open literature studies inchide irritation to the nose and throat, slight to moderate
irritation to the skin, and irritation to the eyes. The benzoates were recognized to produce
nonimmunologic coutact reaction, but it was not determined whether the reactions were
histamine or prostaglandin mediated. Degmal sensitization, photn toxicity, and
photosensitization studies were negative,

The availabic ecotoxicity data for benzoic acid and the benzoate salts indicate that these
compounds are expected to be readily biodegradable ia the environment, are of low toxicity to
fish and otlier aquatic organisms, mammals, and birds. EPA believes that benzoic and the
benzoate salts will not cause unreasonable adverse effects on the environment.

Based on available information on benzoic acid and benzoate salts, their natural
occurrence in berries, their expected use patterns, their safe history of use as food additives, their

cxtensive use in cosmetics and bath products, and their low toxicity, the Health Effects Division
(HED) has determined that a quantitative risk assessment is not warranted Tor these eompounds.

I, Use Information:

The toleranice cxemptions being reassessed in this docigent, the 40 CFR location of the
estahlished talerance exemption, and the use pattern as an inert or active ingredient are listed in
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Table 1.

Table 1. Use Partern (pesticidal-inert ingrediert)

Chemical Name | PCCode | 40CFRISOIONI |  Inert Use Pattern Current Inert
o & {Pesticidal) List®
Benzoic Acid 809101 {c){e} presereative for furmirtaions AR
Sodium Beuzoate 809103 ) (&} anhaking agenl. sabilzer. 483
preseralive

Polassium Benxoate 09163 non-food only -
Caleium Benvoaie 00653 non-food osly 3
Ammonlsm Benzoste 809499 ason-fond only 3
Magttesium Benzonle Q00323 min-food only 3

$Residues listed in section (¢} of 40 CFR 180.1001 are excnipted from a 1olerance when esed ag inert ingredionts in
peslicide formulations when applied te growing crops or 1o raw agricultural commodities alier barvest; residues
listed in section (e) of 40 CFR 180.1001 are excinpted from a twolerance when used as inert ingredients in pesticide
formulations applicd 10 animals,

*Inert ingredients are cateporized into four Hsts as deseribed in the 52 FR 13305, Inert Ingredients in Pesticide
Produets Policy Statement. Lisl 3 includes niert ingredients »f unknown toxicity, Inert ingredients on this list have
1ot yet been determined 10 be of minial coneern. List 4 are inert ingredients of minimal cotcern and are
subdivided into 4A {minimal risk inert ingredients) aud 418 (inen ingredients with suffivient dala to substantiate sufe
wie in pesticide products),

NA Naot available

According (v the OPPIN database, both benzoic acid and sadium benzoate also have
aclive ingredient PC Codes, (009101 and 009103, respectively, There are no aclive or pending
registralions for benzoic acid as an active ingredient, and only one active registration for sadium
benzoale.

Use Patrern (non-pesticidal);

Benzoic Acid: Benzoic acid is generally recnpgnized as safe (GRAS) hy the ULS. ¥FDA
when used as an antimicrobial and flavoring agent and adjuvant (21 CFR 184.1021). The
ingredient is used in food levels not to exceed good manufacturing practice with g maximum
usage level pf0.1% in food. Benzoic acid and sodium benzoaie arc also used as a preservative in
cosmelic formulations with the majority of both ingredients used at <1% {Andersan 2001).
Benzoic acid and sodium benzoate are both also used as a pH adjustor and/ar preservative in bath
and body products, and in pharmaceuativals. The major outlet (75%) for the production nf
betiznic acid is as a chemical intermediate in the production of phenel. Other uses of benzotc
acid nol specifically regulated inciudes the use in paints, varnishes. selvents, cleaning and
washing agenis, photo chemicals and anbfrecze agents.

The Agency noies that benzoic acid is included on the Ageacy’s Hist of chemicals
included in the High Production Volume {HPV} Challenge Program. HPV chemicals are those
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that are manufactured or imported into the United States in volumes greater than one million
pounds per year. There are approximately 3,000 HPV cliemicals thay are praduced or imported
into the United States. The HPY Challenge Program 1s a voluntary partnership between industry,
environmenial groups, and the EPA which invites chemical manufacturers and importers to
provide basic hazard daia on the HPV chemicals they produce/mmport. The goal of this program
is 10 facilitate the public’s right-ta-know about the potential hazards of chemicals found in their
enviromment, their homes, their workplace, and in consumer praducts.

Sodium Benzoate: Sodium benzoate i1s generally recognized as safe by the U.S, DA
when used as an antiimicrobial and flavering agent and adjuvant (21 CFR 184.1733). The
ingredient is used in food af levels not to execed good manufacturing praciice with a maxinnmm
usage level of 0.1% in food. The Cosmetic Ingredient Review (CIR) Expert Panel coucluded that
benzoic acid and sodium benzoate could be used safely in cosmetic Formulations at
concentrations up to 3% {Anderson 2001). Sodium benzoate 1s mainly produced for use as a
preservative in food and beverages (60%) and is also importaut for use in cooling Hquids (10%).
The use of sodium benzoate in paint stippers is limited to uses in ndustrial settings. Other uscs
of sodiam benzoate may include the use in paints, varnishes, solvents, cleaning and washing
agents, photo chemicals, and antifreeze agents. The Agency notes that sodium benzoate is
included on the HPV Challenge Program.

o 08 oig Acld NH,. ) Auntnomum benzoate is regulated by the
US.F DA as an indircet food additive for the lintited use as a preservative component of
adhesives (21 CFR 175,105 Ammonium banzoate is also reporied as an industrial preservative
for paper wrappers and as an agent for reducing curing time in vulcanization of rubber.
Ammonium benzoate is not currently being sponsored; lrowever, it is within the scope of the
HPV Challenge Program and is currenily available for sponsorship.

H1. Physical/Chemical Properties:

Table 2. Physical/Chemical Praperties.

Benzoic Acid Sodinm Benzoate® | Benzoic Aeid NH,,
Physical State white solid white solid white solid
Molecular Formula C HCO0H ¢ 1L, COONa+ C,H,COONH,,
Molceular Weight (Da) 122.12 14411 139.16
Melting Point °C 122.4 330.6 198
Water Selubility insoluble soluble soluble
Density (g/em”) 1.2659 144 1.260

* Data for magnesiurs benzoate, pomssion benzonle or caleium beuzoale are expecled 1o be sinilar 1o sedium
benzoale.
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Table 3. Summary of Acute Toxicity Data on Benzoic Acid and Sodium Benzoate.

Benznic Acid Sodiem Benzoate

Tesl Species Results Calegory | Species Results Category
Oral LDy, | 2565 mgiky HH £at 3140 mkg EH
Dermial LBy rabhil >2008 mg'kg Hl wo data
Inhalation L.Cyy ral =12.2 mg/tidh. v no dala
Eye trritation rabhil severe irritalion 1 rabbi stighdy irmating 111
Permal ruhhit no 10 slightly HE rabbir aon-irrating v
Yrritalion irrilaling
Dermal guinza nol sensilizing Neol haman naninuminologic Nol
Sensilization pig applicable coniacl wrficaria applicable

A, Toxicological Profile: The general effects of exposure o benzoic acid and sodium
benzoate or its salts include nose and throat irritation i mhaled, as well as slight skin and severe
eye irritation. Benzoie acid and the benzoate salts are rapidly metabolized and excreted, do not
bicaccumulate, and have low toxicity alter acute und repeated exposures, Early human
conswmption studics indicated no externally visible cffects from ingesting 0.5 to 1.0 g/day of
benzoic acid for 44 consecutive days or for 82/66 or 88/92 days (Gerlach 1909, as cited in
USEDPA IRIS). Assuming a human body weight of 70 kg, this corresponds to a dosc of 14
mg/kg/duy of benzoic acid. In another early siudy (1909), mea who drank from | ta 2.5 liters of
apple juice comaining §.1 percent sodium benzoate complained of burning taste, headache,
nausca and vomiting, itching of the skin, sweating, constipation and albuminuria, However,
massive doses of sodium benzoate (23-60 g per day) were given 1o rheumatic patients withoat
producing any harmful effects (FDA 1973). Adverse effects in

hwinans CTOO-Has COG
2l o = K"t
given an oraj l”““\‘v COH i o= [/\\QT/

Benroic Acid Sodium Benzoate Potassium Benzeate
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bolus dose af less than or equal 1o 1.75 g/day of benzoic acid over a 20-day period include
observed irntation, discomfort, weakness, and malaise (Wiley and Bigelow 1908; as cited in
USTPA IRIS).

The oral LTy, for benzote actd is 1,520 mg for the rabbit and 2,000 mg for the cat and
dog. The lethal dose for benzoic acid in sheep is estimated to be 1,000 mg/kg (FDA 1973).

A chronic oral dose of 40 mgkg/day of benzoic acid for 17 months was associated with
decreased resistance to stress in mice and possibly with reduced food and water intake in rats
afier 18 months. However, another study reported by the same laboratory indicatcd 80
mg/kg/day in rats for 18 months was not associated with adverse effects on body weight,
survival, or gross or microscopic pathology {(Shtenberg and Ignat’er 1970; Tgnat’er 1965: as cited
in USEPA IRIS). Other long-term dietary studies showed decreased food intake and body weight
in rats fed 1.5% benzoic acid {750 mg/kg/day). A reduced dose of 1.0% benzoic acid in the diet
{50 mg/kg/day) did not produce signs of toxicity or adverse reproductive effects {Marquardt
1960; as cited in USEPA IRIS),

No positive results have been reported for benzoic acid or sodium benzoate when tesied
for mutagenicity or genotoxicity in prokaryolcs, eukaryotes, and several mammalian test systems
{McCann ¢t al., 1975; Litton Bionetics, Inc., 1975 and 1975; Oikawa ¢f al., 1980; as cifed in
USEPA IRIS).

B. Cations: Ammonium, Calcium, Magncsium, Potassium, and Sedium:

Caleium: The human body burden of calcium is approximately 1 kg for a 70 kg adult;
thus, 1/70th of our weight is calcium. The calcium cation is necessary for bone and teeth
formation. It is also important to the proper functioning of nerves, enzymes, and muscles, and
plays a role in blood clotting and the maintenance of cell membranes. The recoinmended daily
allowances (RDAs} for calecium are 1000 mgiday for adults aged 19 to 50 years, and 1200 mgiday
for individuals older than 50 vears.

Magnesium: The human body burden of magnesium is approximately 20 g for a 70 kg
adult. The magnesium cation is also used in building bones. 1t plays a role in releasing energy
from> muscles and regulating body temperature. The RDA is 310 10 320 mg/day for adult
femalcs, and 400 to 420 mg/day for adult males, with the RDA increasing with increasing age.

Potassium: The human body burden of potassium is approximately 140 g for a 70 kg
adult, The potassium cation is important in regulating blood pressure, regulating cellnlar water
content, maintaining proper pH balance, and transinission of nerve impulses. 1t helps to regulate
ihe eleetrical activity of the heart and muscles. The potassium RDA is 900 mg/day,

Sodium: The human body burden of sodium is approximately 20 g for a 70 kg adult. The
sodium cation is nceessary for the nerves and muscles to function properly. 1t is the principal

cation of extracellular lTuid, and helps to maintain the body’s water balunce. These electrolytes,
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the clectrically charged ions in the body fluids, consist to a grear extent of sodium and potassium.
There is no Recommended Daily Allowance (RDA) for sodium.

C. Ammoniam Salf:

Anmmonium salts dissociate to the negatively charged anion and the positively charged
ainmonium cation (NI1,”). THumans cannot convert atmospheric ritrogen to any form that can be
used as part of any of the various metabolic cycles. Therefore, reduced nitrogen (NH,) has to
enter the body from an outside source. These sources are the pitrogen-containing amino acids in
proiein which are consumed daily as part of the dict. Although the human body can produce
some amino &cids, ten amine acids are considered “essential” amino acids, i.e., they must be
consumed in the diet.

Generally the body works to maintain a balance of nitrogen intake and nitrogen cxcretion.
The estimated daily ammonia imake through food and drinking water is 18 myg. In couirast, 4000
mg of ammonia per day are preduced endogencusly in the human intestine.

Ammonia and the ammonium ion are integral components of normal human melabolic
processes. Aminonia s released following deamination that occurs when protein is used by the
body for energy produgtion. The liver converts ammonia via the urea cycle into urea. According
(0 FDA in the “Evaluation of the Health Aspects of Certain Ammonium Salts as Food
Ingredicnts™ (1974), “the normal liver so readily defoxifies ammonium ion from alimentary
sources that blood concentrations of ammonium salts do not rise to the levels necessary to cvoke
toxic response.” Approximately 0% of the body’s excess nitrogen is eliminated through the
kidneys as urea, approximately 25 to 30 grams per day.

D. Special Counsiderations for Infants and Children

Given the wide spread occurrence of benzoates in the food supply, the amount of
benzoates that can be applied to food as a result of its use in a pesticide product should not
significantly increase the existing amounis in the food supply. Oral doses of sodium benzoate
appeared to have no maternal toxicity, fetal toxicity, or teratogenicity in mice, rats, hamsters, or
rabbits with the highest doses tested being 175.0 mg/kg/day in mice and rats, 300.0 mp/kp/day in
hamsters, and 250.0 mgfkg/day in rabbits (FDRL 1972; as cited in USEPA IRIS).

Howecver, there is some concern that low birth weight or premature infants with tmmature
livers can experience adverse efiects when administered benzoic acid or benzoate salts. Infants
with immature livers may not be capable of metabolizing benzoate. I was suggested that a
combination of sodium henzoate and sodium phenylacciate not be administered to law birth
weight infants unless the benefits outweigh the risks (AMA 1981; USP DI 1992, as cited in
TOXNET).

EPA believes there would be a very low exposure of premature or very voung infanis o
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henzoates., First, premature or very young infants ingest only formula or breast mitk. (leis
generally recommended that infants not consume solid food until 4 to 6 months of age.)
Regulation of infant formulas is under the purview of the FIDA. fwww tan sovittne/teatires/596_buly hemty
Benzoic acid and sodium benzoate are gencrally recognized as safe (GRAS) under 21 CFR
1841021 and 184.1733, respectively. Therefore, infants consuming only infant formula or breast
milk would be exposcd to very low amounts of benzoates. Second, gven if a young infant were
to be fed some solid lood, given the characteristies of benzoie acid and beuzoate salts, residues
are not likely to be present above naturally occurring concentrations. As discussed below
{section 7) the benzoates are readily biodegradable. Tt is not likely 10 be taken up by plants.

Once past this scveral month time-period, there is no longer a concern {or potential
sensitivity to infants and children. Older infanis, like adulis, process benzoates throngh well
understood metabolic pathways. A safety factor analysis has not been used fo assess the risk.
For the sume reasons the additional tenfold safety factor is unnecessary.,

V. Exposure Assessment

Benzoie acid and sodium benzoate have been used for decades in pharinaceuticals,
cosmetics and/or in food as preservatives and flavoring/fragrance agents. According to
information in Product Registers the substances are also used in different kinds of products, such
as in paints. varnishes, sofvents, cleaning and washing agents, plioto chemicals, and antifreeze
agents. Benzoic acid and sodium benzoaie both have the status “generally recognized as safe”
(GRAS) by the U.S. FDA. An estimated daily food input of benzoate by the U.S. EPA was 278
mg as sodium benzoate and 34 mg as benzoic acid. {USEPA 1987, as cited in USEPA IRIS). In
1983, the Joint Expert Committee on Food Additives (JEFCA) of the World Health Organization
(WHO) established a group acceptable daily intake (ADI) for benzoic acid and its salt of 5 mg/ky
body weight. This group ADI is based on the structural stmilarity and comnson metabolic fate of
these chemicals (WI1O 1997,

The National Research Council subsommitiee afso provided a possible daily homan
intake of benzoic acid und sodium benzoate m the total diet based on a comprehensive survey,
The following table summarizes the possible daily intake for individuals in varicus age groups
(FDA 1973).

Table 4. Possible daily inlake

Total Intake mg mg/ kilograin of body weight®
_ Benzoic Acid Sodium Benzoate Benizoie Acid Soding Benzoale
Agé g.r;;mp Avg. | Max Avg, Max Avg. 1 Max, Avg, Mux,
-5 mas, 0.6 l 14 2t By 2 2 4
6-f1 mos, 6 21 111 313 8 2.6 t4 39
12:23 mos. 16 46 188 464 i4 4.2 17 37
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2-63+ yrs, 34 87 328 669 0.6 b4 3.5 1}

* Caleutativns based on an average weight of 60 ki lor an adult and the following estimated weights of infantls by
age groups: 0-5 mos., 3 ky; 6-11 mos., § kg and 12-23 mos,, H ke,

It should also be noted that the NRC subcommittec stated the calculations ol benzoate
intakes are likely over stated, possibly by considerable margins. The Select Committee regarded
the figures given in the table as levels that would unlikely be consumed by any of the age groups.
Figures in the table were considered to be generous overestimates of the benzoic acid and sodium
benzoaie conient of the human diet (FDA 1973).

The worldwide production capacity for benzoic acid is estimated at 700 k. The major
outlet {75% or 525 kt) for benzoic acid is for the production of phenol, which in tum is mainly
used to produce caprolactam. The next biggest outlet is as a feedstock for sodium benzoate {10%
or 70 kt) and chemical synthesiy of plasticizers (5% or 35 kt). So, benzoie acid is mainly used in
conirolled industrial settings.

The worldwide production of sodinm benzoate is estimated at 100 kt. The major usc for
sodium benzoate is as a preservative i1 food and beverages (60% or 60 ki), The second most
important market for sodiun benzoate is for cooling liquids (10% or 10 kt). Like sodium
benzoate, potassium benzoate ig used mainly as a prescrvative in nonalcoholic beverages with an
estimated worldwide production capacily of only 7 k. Amunonium benzoate 3s approved only as
an indircet food additive for use only as compaonent of adhesives (21 CFR 175.105). No
production estimates could be determined for amnonium benzoate or uny of the other benzoate
salts.

The use of benzoic acid and sodium benzoate in pesticide products as inert ingredients is
expected 10 resull in much lower exposure than the FDA-regulated use of these compounds, as
well as lower exposure than in the average daily intake of benzoates. Therefore, a quantitative
screcning-level exposure assessment has pot been conducted.

VI Risk Characterization

Benzoic acid is a naturally occurring compound found in berries and other foods. As
previously discussed in this document, there are many FDA approved uses Tor benzoic acid and
the benzoate salts. Residues from the pesticide uses of the benzoates arc not likely to greatly
contribute to the levels already approximated as the average daily intake.

As noted previously, three of the benzoates assessed in this document, benzoic acid,
sodium benzoate, and ammonium benzoate, are included on the Agency’s list of chemicals
included in the High Production Volume (IIPV) Challenge Program. HPV chemicals are those
that are manufactured or imported into the United States in volumes greater than one million
pounds per year. There are approximately 3,000 HPV chemicals that are produced or imported
into the United States. The HPV Challenge Program is a vohmtary partnership between indusiry,
environmental groups, and the EPA which invites chemical manufacturers and importers to
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provide basic hazard data on the HPV chemicals they produce/import. The goal of this program
is to facilitate the public’s right-to-know about the potential hazards of chemicals found in their
environment, their homes, their workplace, and in consumer products. Based on the available
toxieity data for the benzoates, the Agency feels confident in proceeding with this (olerance
reassessment decision. Any submission of data by sponsors of benzoic acid, sodium benzoate,
and ammonium benzoate as part of the HPV Challenge Program may, in the fiture, be used by
OPP to revise or update their tolerance reassessment decision for these benzoales as deemed
necassary and appropriate.

Taking into consideration all available information on benzoic acid, sodinm benzoste,
and the other salts of benzoate, including the FDA’s designation of GRAS for benzoic acid and
sodiwm benzoate, as preservatives/antimicrobial agents in foods and beverages, the historical use
of benroic acid and sodium benzoate in pharmaceuticals, cosmetics, as well as the natural
presence of benzoic acid in berries, the use of ammonium benzoate as a preservative in adhesive
components in foods, the use of benzoic acid and the benzoate salts as inert ingredients in
pesticide formulations are unlikely to pose a significant hazard 1o the general public or any
popuiation subgroup. Therefore, HED is conducting a qualitative approach 10 assessing human
health risks from exposure to benzoates.

Vil Environmental Fate/Ecotoxicity/Drinking Water Considerations:

The environmental fate and occurrence of benzoic acid bas been well studied. The
Huzardous Substances Datsbase (HSDIB) (www.ioxnelnim.nih.gov) contains extensive summaries of
the environmental fate of benzoic acid. In addition, HSDB information has been supplemented
with predictive inodeling based ou structure activity relationships. For this analysis, sodium,
potassium caleium, and magncsium salts were considered equivalent with respeet to their
environmental fate and ecotoxicity. Slight differences in phiysical-chemical propertics were
observed, but arc not expected to impact their behavior or toxicity in the environment. Benzoic
acid and the ammonium salt of benzoic acid were addressed separately,

Table 1 provides key fate and chemical properties for benzoie acid and representative
molecules of the salts. With a pKa of 4.204, benzoic acid will dissociate to form an anion at
environmental pH up to the limits of its solubility. The benzoate salts are highly waler soluble
and readily dissociate into the anion {benzoic acid) and cation (sodium, potassium, calcjum,
magnesium and simonsum jon). Thus, the environmental fate and effects of the benzoic acid
salts are closely related to that of benzoic acid, and the free cation.

Tahle 1. Propertics and Environmental Fate of Benzoic Acid and Selected Salts

Property Beaxoic Acid Sodium Benzoale Henzoie Acid, Atnmenium
Salt
Water Solubility {mig/L) 3400 (M} 5.56E05 (M) =1, 0E06 (£}
41 25C
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Vupor Pressure i 1g 7504 (M) 3GTE-00 (1) 2.65E-07 (1)
@ 25C

Henry's Law Coefficigat 380508 (M) LG9ELT (F) 32E-16 ()

(atm-m’/mude)

Biodegradaion Primary; hours-days Printary: heurs-days Primary: hours-days
Ultimale: days-weeks Ultimaie: davs-weeks LHiimade: days-weeks

Log K, 1.87 (M) 227 (K) -1.33{E)

K., (mbg) 14 (E) 14 (I} 99

Hydralysis Halflife @pht Ne liydrolizable No hydrolizable 52 days

7 {days} functional groups fupctional groups

M Mueasured; E: Bslisated

Based on low K s and log K,.s, benzoic acid and its salt are classified a3 highly mobile
in soil {McCall). Volatilization from water would be minimal, based on hoth benzoie acid and
the salts® low Henry's Law constanl. All compounds have a low potential 10 velatilize from soil
surfaces, based on vapor pressures of less than 1 x 107 mm Hg.

The biodegradability of benzeic acid has been extensively studied and are expected 1o be
readily biodegradable in the enviranment, Using both unacclimated and acclimated sludge
inoculums, benzoic acid degraded with half-lives of less than approximately 5 days. In most all
cases, near complete mineralization occarred in inder 10 days. In soil inoculums, benzoic acid
exhibited a half-life Tor mineralization of 4.5 hours. I a second study, complete mineralization
occurred in one day. Benzoic acid degraded in a polluted river water in 0.83 days and in
reservoir water in 3.6 days. Degradation appears lo be concentration dependent, with low
concentrations, less than 1 ppb, mineralizing in eutrophic and oligotrophic lake water in under 7
days. Overall half-lives in unacclimated and acclimated systems ranges from hours to days for
primary degradation and honrs ta weeks for ultimate {mineralization) degradation.

In an acidic soil, benzoic acid mineralized up to 80 percent in less than 12 weeks. The
same experiment in a neutral soil resulted in approxumately 70 percent mineralized in 12 weeks.
Anaerobically, more than 75 percent of benzoic acid mincralizes when incubated for § weeks
using sludge from a secondary digester. In several other experiments using sewage sludge
inoculums, benzoic acid mineralized >90 percent in as little as 7 to 18 days. In a study using
anoxic scdiment (rom a hypereutrophic lake in Kalamazoo, M1, benzoic acid degraded
completely {methane and CO,) in one week.

Diue to the lack of hydralyzable functional groups, abiotic degradation ol benzoic acid
and the salis of benzoaie would not be expected 10 be an important fate process. However, the
ammenium salt would hydrolyze in neutral to alkaline cnvironments from $ days at pH 8 1o 52
days at pH 7. Benzoic acid is expeeted to phiiolyze based on HY adsorption at 310nm.
Available data indicate that 10.2 percent pliotolyzes in approximaiely 17 haurs.
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If any ol these compounds were to enter the atmosphere, it is expected to exist solely as a
vapor. Vapor-phase benzoic acid would be readily degraded in the atmosphere by reaction with
photochemically-produced hydroxyl radicles with an estimated half-life of' 8 days.

Estimated toxicity (Meylan, 1998) indicates benzoic acid is the most toxic of the
substances reviewed in this assessmient, Table 2 hisis the estimated toxicity for several species.
Green algae and fish are among the most sensitive species based on predictive modeling for acute
and chronic endpoints for all compounds. Based on the environniental fate profile of benzoic
acid and its salts, exposures from labels uses are unlikely fo reach concentrations necessary to
elicit effects in aquatic organisms, Using laboratory rat data as a surrogate for terrestrial wild
mammals and birds, benzoic acid and its salts do not appear to be very toxic and adverse effects
from labeled uses 15 not expected.

Table 2. Ecotoxicity of Benzoic Acid and Selected Salts

" Property Belzoic Acid Sodiunt Benzoaie Benzoic Acid,
Anmonivn Salt

Fish (96-h LOC,, ma/L) 12040 R FAE0S
Daphnid (48-h LC,; mp/L) (274 8.8E03 12105
Green Algae (96-h EC . mgil) o0 4.31:08 G172
Fish (30-day Chronic: mg/l.) 151 71380 10486
Fish {SW) (96-h LCg,; mp/l) 258 32047 6374
Mysid Shrimp (96-h LC,; mgdl) i50 > LOESS 43R03
{ireen Algae (96-h Chrouic; ing/L) 73 3646 893
Earthworm (14-day LC; my/Kg 8238 18317 2081

dry w1}

Detections of benzoic acid in surface water have been extensively reported, but not
quantified. In ground water, concentrations of <0.1 ppb have been reported for areas without
known sourees of poteniial confanyination such ag landfilfs, wood preserving facilities, and
petrolcum operations. Benzoie acid has been detected in the particulate fraction of rain and
snew. Indrinking waier, concenirations of up to 135 ppm in the tap water of Otumwa, 1A was
reported, but was not detected in water from utifities in Seanle, Philadelphia, or Cineinnati.
Benzoic acid has been detected, but not quantified, in other drinking water monitoring studies,
domestically and internationally. Overall, and with few exceptions, concentrations of benzoie
acid in ambient and drinking water is ¢xpeeted to be i the low ppb range.

V1. Cumulative Exposure:

Page 14 of 17

80




Section 408(b)(2}D)v) of the FFDCA requires that, when considering whether (o
establish, modify, or revoke a tolerance, the Agency consider “available information™ concerning
the cumulative effects of a particular pesticide’s residues and “other substances that liave a
common mechanism of toxicity.”

FPA does not have, at this time, available data 1o determine whether benzoic acid or the
benzoate saits have a common mechanism of xicity with other substances, Unlike othet
pesticides for which EPA bas followed a cumulative risk approach based on a common
mechanism of toxicity, EPA has not made a common mechanism of toxicity finding as to
benzoic acid or the benzoate salts and any ather substances and benzoic acid or the benzoate salts
do no appear to produce a 1wxic metabolite produced by other substances. For the purposes of
this tolerance action, therefore, EPA has not assumed that benzoic acid or the benzoate salts have
a common mechanism of toxicity with other substances. For inlormation regarding EPA’s
efforts to determine which chemicals have a common mechanism of foxicity and 10 cvaluate the
cumulative cffeets of such chemicals, see the policy statements released by EPA’s Office of
Pesticide Programs concerning common mechanism determinations and procedures for
cumulating effects from substances found 1o have a common mechanism on EPA's website at
httpi//vwww epa.gov/pesticides/cumulatives.

Refercnces:

(Note to the Reader: MRID {Master Record Identification) Numbers were added 1o the relerences
on Qctober 17, 2003 and November 21, 2003, These numbers were 1104 available at the time of
document signature. No other changes were made to the document.}

AMA 1991. American Medical Association. AMA Drug Evaluations Annual 1991, Chicago,
1L American Medical Association, 1991, 2034

Anderson, I, Alan 2001. Forty-Fourth Report of the Cosmetic Tngredient Review Expert Panel.
Final Report on the Safety Asscssment of Benzyl Alcohol, Benzoie Acid, and Sodium Benzoate.
(F. Alan Anderson). International Journal of Toxicology. Vol 20: Suppl 3: Pp 23-50. (MRID No.
46067601)

Departiment of Health and Human Services, National Instituntes of Health, .S, National Library
of Medicine. Benzoic Acid; CAS Registry Number 65-85-0, Sodium Benzoaic; CAS Registry
Number 332-32-1, and Ammonium Benzoate; CAS Registry Number 1863-63-4, Availablc at

http:dwww loxnetnlm pik gov,

FDA (Tood and Drug Administration). 1973. Evaluation of the Health Aspecis of Benzoic Acid
and Soclium Benzoate as Food Ingredients. DHEW, Washington, DC. Report No. SCOGS-7.
NTIS PB-223837/6. (MRID No. 46069301)

IFDRL (Food and Drug Research Labs_, Inc.). 1972, Teratologic Evaluation of FDA 71-37

Page 15 of 17

81




(Sodium Benzoate). p.\75-79,

Gerlach, V. 1909. V1L Summary of the results. In: Physiological Activity of Benzoic Acid and
Sodium Benzoate, V. Gerlach. Ed. Verlag von Heinrich Staadt, Wiesbaden. p.190-92. (Cited in
Informatics, Inc., 1972)

HSDB 2003, Hazardous Substances Database in hap:/www.toxnetnim.nil.eoy

lgnat'ev, A.D. 1965. Experimental information contributing 1o a hygienic characterization of the
combined effect produced by some food presentations. Vop. Pitan, 24(3): 61-68. (Cited in
Informatics, Inc., 1972)

Litton Bionetics, Inc. 1974. Mutagenic Evaluation of Compound FDA 71-37, Sodium Benzoate.
Report No. LBT 2446-297, FDA, Washingtan, DC, PB-245-453/6.

Litton Bionetics, Inc. 1975, Muagenic Evaluation of Compound FIDDA 73-70, Benzoic Acid
Certified A.C.S. Report No. LBI-2468-376; FDABF-GRAS-376 PB-245- 500/4.

McCall, McCall, P.J., D.A. Laskowski, R.L. Swann, IL}]. Dishburger, “Mcasurements of
Sorption Coeflicients of Organic Chemicals on their use in Environmental Fate Analysis,
Agricultural Products Departmens, Dow AgroChemicals USA, Midland, M. P104 (89-109).

McCann, J., E. Choi, . Yamasaki and BN, Ames, 1975. Detection of carcinogens as mutagens
in the Salmonella/microsoine test: Assay of 300 chemicals. Prisc, Natl. Acad. Sci. 72: 5135-3139.

Mylan, W. and P. Howard, 1998. ECOSAR Class Program, Version 0.99d. Svracusc Rescarch
Corporation, Syracuse, N.Y. For: U.S. Environmental Protection Ageney, Office of Pollution
Prevention and Toxies, Washington, D.C.

Oikawa, A., H. Tohda, M. Kanai, M. Miwa and T. Sugimura. 1980, luhibitors of polv(adenosine
diphosphate ribosc) induced sister cliromatid exchanges. Biochem. Biophys. Res. Commun,
97{(4): 1313-1316.

Shtenberg, A.J. and A.D. lgnat'ev. 1970. Toxicological evaluation of some combinations ol food
preservatives, Fooed Cosmet, Toxicol. 8(4): 369-380.

S1AR 2003. SIDS Initial Assessinent Report. Benzoates Category. Ppl-34. {MRID 46107301,
40107501, 46107401, and 46107201)

USP D1 1992, 1JS Pharmacopeia Dispensing Information; Drug Information for the Health Care
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Professional 12% ed, V.1 p. 2475,

U.S. BPA. 1987, Health and Environmental Effects Document for Benzoic Acid. Prepared by the
Office of Health and Environmental Assessment, Environmentat Criteria and Assessment Oflice,
Cincinnati, OH for the Office of Solid Waste and Emergency Response, Washington, DC.

ULS. EPA IRIS 2003. 1.8, Environmental Protection Ageney's Integrated Risk Information
System (IRIS) on Benzoic Acid (65-85-0). Available from:
hitp:i/fwww.epa govingispem3/irisindex him!

WHO 1997, World Health Organization. Technical Report Series 868. Evaluation of Certain
Food Additives and Comtaminants. Forty-sixth report of the Joint FAQO/WHO Expert Conunitice
on Food Additives (JECFA). Geneva. (1997)

Wiley, H.M. and W.D. Bigelow, 1908, Influence of benzoic acid and benzoates on digestion and
hea!ti;,g Bulletin 84, pt. IV, Burcau of Chemistry, U.S. Dept. Agriculwre. (Cited in Informatics,
Inc., 1972)
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* * * Registration Information * **

SentDate: -2 [ {7]_65 Cateulated Due Date: 7]@ / a5 Edited Dua Date:

*** Data Package informat:on ww
Expecite: @ Yes - No Date Senl: 17-Feb-2005 Due Back:
DF Ingredieat: 000101, Benzolcacid O
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Reviewer Name: .
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oy Studies Sent for Review * < *
No Skudias
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* > * Additional Data Package for this Decision ** *

Ko Additional Data Packages

*** Data Package Instructiong ***
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Proguct {B. Comp. and Anaiysis - 46484101
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Projecied Completion Date: /_,_g_.:f/’ o
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el £z

. B DFFIGE OF
F B PREVENTION, PESTICIDES
5 & AND TOXIC SUBSTARCES
%Mg Antimicroblals Division
“');{‘ pﬁe‘ep‘f’
June 16, 2005
SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Microl Preservative
DP Bareode: D313467 Reg. No. Or File Symbol: 82076-R 7
. Manufacturing-use } | OR End-use Product [X]
TO: Velma Noble PM 31/ Tracy Lantz, Team Reviewer
Regulatory Management Branch |
Antimicrobials Division {(7510C)
' I
FROM: Robert A. Turpin, Chemist . (.
Product Scienec Branch, CT Team E
Antimicrobials Division (73100) - \ (/
,/ . - ¢ ; L
THRE: Karen P. Hicks, CT Team Leader 7R } ) 3
Product Science Branch Jpa e o

‘I' HRU:

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

Antimicrobials Division (7510C)

Michele E. Wingfietd, Chief
Product Science Branch
Antimicrobials Division {7510C)

Product Formulation
Active Ingredient(s) % by wi,
#BenzoleREId T 99.93

BACKGROUND: The applicant has submitted an application for registration of its produet, benzoic
acid, a preservative for food-grade lubricating oils. In suppaort of the applicution the applicant has
submiltted a Confidential Statement of Formuta {CSF), a draft product label, and studies containing data
respanding to the requirements of OPPTS Test Guidelines Series 830, Groups A&B.
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*Product ingredient source information may be entitled to confidential treatment”

4+

FINDINGS:

1. The CSF of the subject product is acceptable. The product is purchased from an unregistered

SOUrce, which certifies it to USP/FCC standards. Benzoic acid is a GRAS

chemical,

3 MRID #464641-01: The report is a compilation of studies containing data responding to the
requirements of OPPTS Test Guidelincs Series 830, Group A - Product Identity, Composition,

and Analysis. The data is acceptable.

3. MRID #464327-02: The report is a compilation of studies containing data responding to the
requircinents of OPPTS Test Guidelines Series 830, Group B - Physical and Chemical
. Properties. The data is acceptable.

RECOMMENDATIONS: Nonc,

Page 2 of 7
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PRODUCT CHEMISTRY REVIEW
CONFIDENTIAL STATEMENT O FORMULA

4a. Type of formulation and source registration

+  Non-integrated formulation system 1X]
«  Areall TGAls used registered?  Yes[ 1 No[X]

+ Integrated formulation system ]
« ifME-TOO™, specify EPA Reg. # of existing product:

4b. Clearance of inerts for non-food or feod use:
Cleared for food use under 40 CFR §180.1001: Yes [X] No{ ] NAT ]

4¢, Physical state of product: Crystailine
4d, The chemical 1Ds and analytical information (including that {or the TGAIs),
density, pH. and flammability are consistent with that given in 830, Part B
YesiX] Nol ]
4. NCs and CLs are acceptable: Yes [X] Nof ] Notacceptable | }
4i. Active ingredient {s) NC LCL uCL
Benzoic acid 99.93% 99.3% 100.0%

4j. For products produced by an imegrated formuiation system:
+  All impuritics of toxicological significance have a UCL?

Yes{ | No[ 1|  Notapplicable [X]
«  All impurities ol > 0.1% in the product have been identified?
Yes| ] No{ | Notapplicable |X}
Page 3 of 7
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3. PRODUCT LABEL

3a,

3b,

3c.

The active ingredients statement (chemical IDs and NCJ 1s consistent
with the CONFIDENTIAL STATEMENT OF FORMULA?  Yes [X]

The formulation contains one of the following:

. 10% or more of 4 petroleum distillatc: Yes{ ] NolX]
. }.0% or more of methy! alcohol: Yes|{ 1 NojX]
» Sodium nitrite at any level: Yes|{ ] NoiX}
s a toxic List 1 inert af any level: Yes| ] NolX]
. arsenic in any form: Yes{ | NolX]

If Yes to any of the above, does the inert ingredients statement contain a

footnote indicating this?

Yes|{ 1 Nof

] Not applicable { X1

. The appropriate warning statement regarding flammability or explosive

characteristics of the product are listed on the label?

Yes|[ ]

No[ ] Not

applicable [X]

The storage and disposal instructions for the pesticide and container are

in compliance with PR Notice 84-1 for household use products or PR Notice

83-3 For all other uses?

Yes [X]

No[ ] Noton label

3f. Does the product require an expiration date at which time the NC falls
below the LTI (based on the one year storage stability data or other information)?

Yes| ]

No [X]

Page 4 of 7
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Cuideline

MRID No.
Information

§30.1350° Product Identity A 464641-01
830.1600 Description of Materials A 464641-01
830.1620 Production Method® A 46464 1-01
830.1630 Formulation process’ NA
8301670 Formation of impurities’ A 464641-01

‘ 830.1700 Preliminary Analysis® A 464641-01
830.1750 Certified Limits® A 464641-01
$30.1800 Analytical Method” A 464641-01

Lixplanation: A=acceptable; Ne=not acceptable; NA=technically not applicable; G=dat gap;

U=requires upgrading; W=waived; E~EPA estimate.

'See Confidential Appendix A for additional information

‘For MP/EP products produced by an integrated formulation system.

*For products from a TGAI or MP,

May be waived unless actual/possible impurities are of toxicological concern.

"Five batch analysis required for products produced by an integrated formulation sysiem.

*If different from standard Cls recommended in 40 CFR 158.175, this should be

discussed in Confidential Appendix A,

"Abbreviate method used as follows: gas chromatography (GC), infrared (IR),
ultraviolet absorption (UJV), nuclear magnetic resonance (NMR), etc.
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&b, Physical/Chemical Acceptance Value or qualitative MRID No.
of data description
A White 46432702
830.6303 Physical state A Solid {crystalline 464327-02
powder)
830.6303 Odor A Odorless-to-slight 464327-02
benzaldehyde
830.7200 Meclting point A 122°C 464327-02
830.7220 Densily/Relative A 1.2659 @ 15°C 464327.02
density/bulk density
830.7000 pH’ A Saturated sol. @ 25°C | 464327-02
=28
830.63 14 Oxidation/Reduction A Contains no 464327-02
oxidizing/reducing
agemts. May react w/
oxidizers.
830.6315 Flammability NA Flash point = 250° ¥ 464327-02
830.6317 Storage stability A Stable 464327-02
830.7100 Viscosity NA
830.6519 Miscibililyz' NA
830.6320 Corrosion Character, NA Non-corrosive to 464327-02
polyethylene bags inside
fiberboard drun,
830.632] Dielectric breakdown NA Not intended for use 464327-02

around electrical
cquipment

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable; G=daia gap;
U=requires upgrading; W=waived; E=EPA cstimate.

* Provide brief description, ¢.g., color--yellow or property value, e.g., density 1.25 gice;
Unless otherwise indicated, the property should be at 25 °C,
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' If product is dispersible with water

* if product is an emulsifiable liquid
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Lubricantn

Petro-Canada Lubricants
§ 2489 North Sheridan Way
| Mississauga, Ontario, Canada L5K 1A8

Date:  June 16, 2005
Number of piiges including cover sheet: 5

AT g

To: Miss Karen Hicks | From: Inga Kuksis
Team Leader, Specialty Products and
o E.P.A. Anti-microbial '3: Fluids, R&D
Division : Phone: 905-804-4707
Fax: 703-308-6467 | | P 905-804-4740

i Dear Miss Hicks,

The following regards Petro-Canada'‘s application for registration of MICROL. (Reference #
82078-R). .
Connle Weich of Chemireg has advised us that information regarding Good Laboratory
Practices was requested for our application. We are having difficulties obtaining this kind of
.nformatian, but have obtained an lso 8001 Certificate issued to the manufacturer of the benzoic "

“daes not manufacture the product as indicated by the attached leHer.
We are continuing to pursue additional information, but hope that this may prove useful.

9}4?;- Kfeass

Inga Kuksis
Specialty Products and Fluids
Petro-Canada Lubricants

*Product ingredient source information may be entitled to confidential treatment*
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TASK ASSIGNMENT FORM(TAN)
Antimicrobial Division/OPP--Effective June 3, 1998

_PQ: Bonaventure Akinlosotn

A - Completed by Reviewer/Fean Leader ('c}:eck(ﬁ or coinipleie uppropriate huxes)

RASSE PSB__ X Product Toxicology Human Toxicology Product Chemistry X

Efficacy

Chemical: Benzole acid Barcode: D313407

Type: ch:sualigp 4

RED _ Prod. Reregisiration FQPA PRIA X Speciul Project | Lil Sewch Other

e Date: 3‘9%? CSTAD Contaet:  Robert Turpin ‘Team Leader: Kaven Hicks

B -- Completed by Reviewer/Tean Leader

- Comapleted
By Contracter

StudyiAction MRIDE GDLN# Gov't Est Hrs

Tech Hrs,
Spent

MICROL Preservative Product Mdentily, Composition, and sseEREe s 430 Series 2
Analysis (Group A) _ Y Lendi-0)}

MICROL Preservative Physical and Chemienl Properties ST 230 Series 2
(Group B) Ye4 22 7-0Z-

Review Insiructions/Commenty

I3 -- Completed by WAMTG

See attaclied page

Astion o;.l@égé TZ

E - Completed by Contractor

Date Sent:

WAM/IPO;

Branch Chief (Fopecial Projects):

98



%
2,

Date Bellvered: Delivery : Fed Ex_

Courier_ Electronic_

{(ther_

Principal Reviewers:

IssuesComments for Secondary Reviewer Anention:

{ F - Cowmnpleted by Se

condary Reviewer{Anlimicrobial Division)

See attached page

Minor Chanpes/Resolution with Contgactor

Major Changes/Resolution with Contractor

Secondary Review Hours

Accepted

Unacoeptable

Reviewer Commments Recommendations:

See attached page
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y 4 i
DP# {313407) Deocigion #: 352088
DATA PACKAGE BEAN SHEET
Date: 23-Feb-2005
Page (ol

* ** Registration Information ** *

Registration: 82078-R - MICROL PRESERVATIVE

Company: 82076 - PETRO-CANADA S O,
¢ .
Risk Manager RM 31 - Veima Noble - (703) 308-6233 Room# CM-2 208
Risk Manager Reviewer: Tracy Lanlz TLANTZ . e
Sent Date. S Calcutsted Due Dale: B Edited Due Date
Type of Registration: ijroduc!_Re_gistraiion B Sez;ﬂong
Action Desc: {A38) NEW ALFQOD USEWITH EXEMPTION. o
ingredienis: QOQ_ZDE , Beg_zoig atd{89,93%)
*** Data Package Information * * *
Expediic: @ Yes - Mo Date Sent: 17-Feb-2005 DueBack
OF ingredient. 008101, Benzoic acid e e o S
DF Tille. Produci Chensiry _— e e
CSF inciuded @B Yes - Mo Label inciuded. @ Yes - No Pareni DR &
Assigned To _Pametn Pate Qut
Organization: AD(PSB eFeb200s . Adminisicalive Due Date: 07-Feb-2007 _
@rroecr _ weeas Negoliated De Dae! G6-Jun-2005 _
Raviawar Name: Middleion, Veronica . _ . Projected Complation Daje.  22-May-2008
Cunitactor Nama: DynCorp o 2FRL20DS S

* *x* Studies Sent for Review ™ **

Ho Siudies

** * Additional Data Package for this Decision * * *
No Additiona! Daia Packages
* = * Data Package Instructions ** *
Fiease Review the encidsed Proguct Chemistry Data:

Product 1D, Comp. and Analysis - 48464101
Physical and Chamicat Properfies - 4684327-02
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*Product ingredient source information may be entitled to confidential treatment®

May 10, 2005

SUBJECT: PRODUCT CHEMISTRY REVIEW OF MICROL Preservative

DP Barcode: D3134457 Reg. No. Or File Symbol: 82076-R
Manufacturing-use | | End-use Product {X]
TO: Wallace Powell, EPA Work Assignment Manager

FROM: John S. Chandler, CSS Work Assignment Manager

This is a review of the following Product Chemistry 830 Series study packages provided
to CSC Systems & Solutions L1.C (C88) for preliminary review:

Product Identity, Composition and Analysis (Group A) (MRID 464641-01)

830 Series, Part A: 830.1550 {Product Identity and Composition), 830.1600 (Description of
Materials Used to Produce the Product), 830.1620 (Description of Manufacturing Process),
830.1670 (Discussion of Formation of Impurities}, 830.1700 (Preliminary Analysis), 830.1750
{Certified Limits), and 830.1800 (Enforcement Analylical Methods).

Physical and Chemical Propertics {Group B) (MRID 464327-02)

830 Series, Part B: 830.6302 (Color), 830.6303 (Physical State}, §30.6304 (Odor), 830.6313 i
(Stability to Normal and Elevated Temperatures, Metals and Metal Jons), 830.6314 i
{Oxidation/Reduction; Chemical Incompatibility), 830.6315 (Flammability/Flame Extension), !
830.6316 (Explodability), 830.6317 (Storage Stability), 830.6319 (Miscibility), 830.6320
{Corrosion Characteristics), 830.6321 (Dielectric Breakdown Voltage), 830.7000 (pH), 830.7050

. {(UV/Vis Absorption), 830.7100 (Viscosity), 830.7200 (Mching Point/Melting Range), 830.7220
{Boiling Point/Boiling Range), 830.7300 (Density/Relative Densily/Bulk Density), 830.7370
{Dissociation Constants in Water}, 830.7350 (n-Octanol/Water Partition Coeflicient), 830.7840
{Water Solubility), and 830.7950 {Vapor Pressurz).

Product Formuiation

Active Ingredients: % by wt.:
BENZOIC 8CI ... oviicies et et es e et 99.93%
BACKGROUND:

On behalf of Petro-Canada, Specialty Products and Fluds (Petro-Canada), Chem Reg.
International is submitting an application for registration of MICROL Preservative. MICROL
Preservative is an food-use end-use product. Petro-Canada will be purchasing the food/USP-
grade product from [JJthe manufactarer), re-label it in its original packaging and resell it

Pagel of 8
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with antimicrobial claims. The end-use product contains the technical grade of the active
ingredient (TGAI) and no additional ingredients. Benzoic acid (TGAI) is not currently an EPA
registered product, and therefore the end-use product is produced by an integrated system.
Benzoic acid is an inert list 4B product, and is not cumrently approved for food-contact uses under
40 CFR Part 180. The product, however, is in compliance with 21 CFR 178.3570 (lubricants
with incidental food contact used on machinery used for producing, manufacturing, packaging,
processing, preparing, treating, packaging, transporting, or holding food) at a maximum level of
1.0%). The product label directions instruct application to a maximum level of 1.0%.
Additionally, the product is certified as USP/FCC grade, and mieets the specifications in 21 CFR
184.1021, Food Chemicals Codex (FCC) and the United States Pharmacopeia/National
Formulary.

FINDINGS: -
Product Identity, Composition and Analysis (Group A} {(MRID 464641-01)

. The certified limits provided on the Confidential Statcment of Formula (CSF) {dated
11/22/04) do not agree with the standard certified limits. The active ingredient is an
anhydrous form of the chemieal, with water as an incrt. The proposed upper and lower
certified limits {UCL and LCL, respectively) for water, unlike those for benzoic acid
(TGAID, are in agreement with the provided preliminary analysis, and agree with the
manufacturer certificates of analysis. The LCL for the active ingredient should be 99.5%,
and not as currently listed. The label ingredient statement, which lists the nominal
concentration, is consistent with the CSF and conforms to recomumendations of PR Notice
91.2.

. The following Part A preduct chemistry data requirements are complete: 830.1550
{(Product Identity and Composition}, 830.1600 {Descriprion of Materials Used to Produce
the Product), §30.1620 {Description of Manufacturing Process), 830.1670 {Discussion of
Formation of Impurities), and 830.1800 (Enforcement Analytical Methods). 830.1750
{Certified Limits) will be complete onee the LCL for benzoic acid (TGATI and MP) is
corrected on the provided CSF.

. While the applicant has provided an otherwise complete §30.1700 (Preliminary Analysis)
study, the applicant has claimed (p. 24) that the submitter of this study was neither the
sponsor of this study nor conducted it, and does not know whether it has been conducted
in accordance with 40 CFR Part 160. Preliminary analysis studies are subjcet to full GLP
requirements as specified in 40 CFR Part 160. A similar statement (sce next bullet point)
has becn provided for the rest of the studies (p. 3} included in this MRID.

. A Good Laboratory Practices {GLP) statement was included with this data package,
stating that the report was not conducted in accordance with the requirements of 40 CFR
Part 160, with the exception of the portion of the report which discusses the analysis of

Page 2 0f §
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represcntative batches, Tlhe latter part is in contradiction with the GLP statement given
on p. 24 and discussed 1n the previous bullet point.

Physical and Chemical Properties {(Group B) (MRID 464327-02)

. The applicant has justified not providing data for the following Part B product chemistry
studies: 830.6316 (Explodability), 830.6319 (Miscibility), 830.6321 (Dielectric
Breakdown Voltage), 830.7100 (Viscosity), and 830.7220 (Boiling Point/Boiling Range).
The preduct does not contain any explosive ingredients, is not an emulsifiable liquid
intended to be mixcd with petroleum solvents, is not intended to be used arcund electrical
equipment, and it is not a liquid.

. The applicant has not provided studies conducted in accordance with the 830 guidelines
for the following studies submitted in this data package: 830.6302 (Color), 830.6303
{Phystcai State), 830.6304 (Odor), 830.6313 (Stability to Normal and Elcvated
Temperatures, Metals and Metal Tons), 830.63 14 (Oxidation/Reduction; Chemical
Incompatibility), 830.6315 (Flammability/Flame Extension}, 830.6317 (Storage
Stability), 830.6320 (Corrosion Characteristics), 830.7000 {pH), 830.7050 (UV/Vis
Absorption), 830.7200 (Melting Point/Melting Range), 830.7300 (Density/Relative
Density/Bulk Density), 830.7370 (Dissociation Constants in Water), 830,7550 {n-
Octanol/Water Partition Coeflicient), 830.7840 (Water Solubility), and 830.7930 {Vapor
Pressure). The applicant has instead referenced data from Hazardous Substances
Databank (HSDB) for benzoic acid (TGAI), and has included a copy of the database entry
as an attachment to the study.

. All provisions of the GLP standards apply to the following product chemistry studies:
830.6313 (Stability to Normal and Elevated Temperatures, Metals and Metal lons),
830.7550 (n-Octanol/Water Partition Cocflicient}, 830.7840 (Water Solubility: Columin
Elution Mcthod), 830.7950 (Vapor Pressure), 830.6317 (Storage Stability). Data
provided for thesc studies docs not necessarily comply with the required GLP provisions,

. A GLP statement was included with the study package stating that the submitter of this
study was neither the sponsor of the study nor conducied it, and does not know whether
ihe study has been conducted in accordance with 40 CFR Part 160.

RECOMMENDATIONS:

We are not providing recommendations or acceptability statements,

Page 3 of 8
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4,

PRODUCT CHEMISTRY REVIEW
ONFIDENTIAL STATEMENT OF FORMULA

4a. Type of formulation and source registration

. Non-integrated formulation system []
. Are all TGAIs used registered? Yes [ JNo{]

. Integrated formulation system {X]
. IF*ME-TOOQ", specify EPA Reg. # of existing product:
4b. Clearance of inerts for non-food or food use:
Cleared for food use under 40 CFR §180.1001; Yes[] No{X] NA[]
See BACKGROUND

4c¢. Physical state of product: solid {powder)

4d. The chemical 1Ds and analytical information (including that for the TGAIs),
density, pH, and fammability are consistent with that given in 830, Part B

Yes [X} No[]
4h. NCs and CLs are acceptable: Yes{]  No [X] See FINDINGS.
4i. Active ingredient(s) NC 1.CL UCL
A. Benzoic acid 99.93% 99.5% 100%

4j. For products produced by an integrated formulation system:

. Al impurities of toxicological significance have a UCL?
Yes| ] Nofi] Not applicable [X]

. All impurities of > (.1% in the product have been identified?
Yes|] No{] Noft applicable {X]

5. BROQDUCT LABEL

Sa. The active ingredients statement (chemical IDs and NCJ is consistent

with the CONFIDENTIAL STATEMENT OF FORMULA? Yes [X] No{]

Page 4 of 8
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5b. The formulation contains one of the following:

. 10% or more of a petrolenm distillate: Yesf] Neo(X]
. 1.0% or more of methyl alcohol: Yes{] No[X]
. Sodium nitrite at any level: Yes[] WNo[X]
. atoxic List 1 inert at any level: Yes[] NoX]
. arsenic in any form: Yes{]}] No[X]

5e. 1f Yes to any of the above, does the inert ingredients statement contain a
footnote indicating this? Yes| ] Nofl Not applicable {X]

5d. The appropriate warning statement regarding flammability or explosive
characteristics of the product are listed on the label?
Yes{} No {1 Not applicable [X}

Se. The storage and disposal instructions for the pesticide and container are
in compliance with PR Notice 84-1 for houschold use products or PR Notice
83-3 for all other uscs? Yes [X] Nof]

5f. Docs the product require an expiration date at which time the NC falls

below the LCL (based on the one year storage stability data or other information)?
Yes|] Nofl Provided study is deficient (See FINDINGS).

Page 5 of8
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6. P T CHE? Y {83 i rf

6a. Data Requirements Aceeptance of MRID No.
Information

830.1550' Product Identity 464641-01
830.1600 Description of Materials 464641-01
$30.1620 Production Method? 464641-01
830.1650 Formulation process’ 464641-01
830.1670 Formation of impurities® 464641-01
$30.1700 Preliminary Analysis® 464641-01
830.1750 Certified Limits® 464641-01
£30.1800 Analytical Method’ A64641-01
Mudtiple USP Methods

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable; G=data gap;
U=requires upgrading; W=waived; E=EPA cstimate.

Sce Confidential Appendix A for additional information

*For MP/EP products produced by an integrated formulation system.

For products from a TGA! or MP.

4May be waived unless actual/possible impurities are of toxicological concern,

*Five batch analysis required for products produced by an integrated formulation system.
*if different from standard CLs recommended in 40 CFR 158.175, this should be
discussed in Confidential Appendix A.

?Abbreviate method used as follows: gas chromatography (GC}, infrared (IR), etc.

Page 6 of 8
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Physical and Chemical Characteristics {Series 830, Part B)

e

Acceptance Value or qualitative MRID No.
of data description

white powder 464327-02
830.6303 Physical State sohid (powder) 464327-02
830.6304 Odor No noticeable odor or with a 464327-02

slight benzaldehyde-like odor.

{Ref. HSDB 11/11/04).
830.6313 Stability to Stable but will sublime at 464327-02
Normal and Elevated 100°C. (Ref. HSDB 11/11/04),
Temperatures, Metals
and Metal Jons
830.6314 Does not contain any oxidizing | 464327-02
Oxidation/Reduction; or reducing agents. However, as
Chemical a weak acid, 1t may react with
Incompatibility oxidizers. (Ref HSDB

11/11/04).
830.6315 NA. Product is not a liquid. 464327-02

Flammabihty/Flame
Extension

Flash point 250°F by closed cup.
(Ref. HSDB 11/11/04).

830.6316 Explodability

NA. Does not contain any
explodable components.

464327-02 NA

830.6317 Storage
Stability

Stable. (Rcf HSDB 11/11/04).

464327-02

830.6319 Miscibility*

NA. Product is not an
emulsifiable liquid intended to
be mixed with petroleum
solvents.

404327-02 NA

830.6320 Corrosion Does not react with packaging. 4604327-02
Characteristics {Ref, HSDB 11/11/04),

830.6321 Dicteciric NA. Product is not intended for | 464327-02 NA
Breakdown Voltage use around electrical equipment.

830.7000 pH' 2.8 (saturated solution at 25°C). | 464327-02

(Ref. HSDB 11/11/04),

Page 7 of §
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6b. Physical/Chemical | Acceptance Value or qualitative MRID No.
eg® of data description

Absorbs UV radiation up to 464327-02
Absorption approximately 310 mm, with a

maximum at 252 nm. {Ref

HSDB 11/11/04),
830.7100 Viscosity NA. Product is not a liquid. 464327-02 NA
830.7200 Melting 122.4°C (Ref. HSDB 11/11/04), | 464327-02
Pomt/Melting Range
830.7220 Boiling NA. Product is not a liquid. 464327-02 NA
Point/Boiling Range
830.7300 Specific gravity is 1.2659 (at 464327-02
Deunsity/Relative 15°C), (Ref. HSDB 11/11/04),
Density/Bulk Density
830.7370 Dissociation pKais 4.19. (Ref. HSDB 464327-02
Constants in Water 11/11704).
830.7550 n- log Kow is 1.87. (Ref. HSDB 464327-02
Octanol/Water Partition 11/11/04).
Coefficient
830.7840 Water 3.4 x 10° mg/L at 25°C. (Ref. 464327-02
Solubility HSDB 11/11/04).
830.7950 Vapor Tx W mmHgat 25°C. (Ref. | 464327-02 .
Pressure HSDB 11/11/04).

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable; G=data gap:
U=requires upgrading; W=waived; E=EPA estimate,

* Provide brief description, e.g., color--yellow or property valtuc, €.g., density 125 glec;
Unless otherwise indicated, the property should be a1 25°C.

' If product is dispersible with water
? {f product is an emulsifiable liquid

Page § of 8




DR (315761 Decision #; 352089

DATA PACKAGE BEAN SHEET

Date: 12-May-2005
Page 1of 2

* * * Registration Information * * *

Regisration: §2076-R - MICROL PRESERVATIVE . . _ _ _ _
Company: 82076 - PETRC-CANADA .
Risk Manager: RM 31 - Velma Noble - (703) 308-6233 Aoom# CH-2 3088
Risk Managar Reviewon Tracy Lantz TLANTZ .
Sen Dale: 09-Fub-2005 Calculated Duo Daten n Editod Due Date:

Type of Registration: Product Regisiration - Seelion 5

Action Dasc: (A39) NEW ALFOOD USEIWITH EXEMPTION:

ingredients: 008101, Benzoic acid(99.83%)
** * Daila Package information * * *
Expedite: |} Yen £ No Date Sent: 11-Apr2005 DeeBsck:
OF ingredient: 009101, Benzgiceeis e
Dp Tﬂ;e: e vt mmiee e — e mepee —_ oy —— T -t et meme e et s
CSF Included: ) ves @ No Label included: 23 Yes @ No Parenl DF
hssigned To L beteln Date Dut
Organization: AD/RASSE 1RAR2005 12-May-2008 Adminlstrative Due Date: 0U-Apr2007
.@m Name:RASSBt  __ 1LApe2005 t2-htay2005 Nagotiated Dun Date:
Roviewor Name: Quick Bob . ttapr2008 05-May-2005 Projectad Complelion Date:
Cenl racff}f Nama: ................................. i emernmm o evemvme emmme emmeme e e sraee

* * * Studies Sent for Review ** *
Mo Studion

*~* Additlonal Data Package for this Decision * * *
Frinted on Page 2

** * Data Package instructions * **

Please have Bob Qulck contirm the companies PP calculations he has 1he information needed 1o do this,

109




SUBJECT:

FROM:

it

DP BARCODE:

DECISION:

PC CODE:

CHEMICAL NAMIL:

MRID#:

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20480

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

May 3, 2005

Review of MICROL. * Preservative Containing Benzoic Acid

Raobert Quick, Chemist ;,'f%? t&j’ v (Q W;l

Risk Assessment and Science Support Branch
Antimiecrobiats Division(7310C)

Velma Noble, Product Manager Team 3]

Reguiatory Managerent Branch |
Anfimicrobials Division(7510C)

g N 7 '%./'/ .
Norm Cook, Chief 7 lypid=d (U
Risk Assessment and Science Support Branch
Antimicrobials Division(7510C)
82076-R - MICROL PRESERVATIVE
DP315791
352089
009101

Benzole Acid

None

Irternel Address {URL) « hiiptfwwe.epa.nov
1011@!

Recycled/Resytiable = Frinted with Vegetalils O Based Inks on Process Chilonne Fres Recytied Paper [Binimum B0% Postcansume




Background:

Clem Reg International has submitted this registration action 1o the Agency on behalf of Petro-
Canada Lubricants Division.

The proposcd use is w add henzoic acid as a material preservative to mineral oil that can be used
as a component of lubricating oils that have incidental food contact when used on machinery
used for producing, manufacturing, packing, processing, preparing, treating, packaging,
transporting or holding food. Benzoic acid will be permitied in mineral ol at a level of 1%,

Renzotc acid has clearances for both the Food & drug Administration{FIDA) and with the EPA.
Benzoic acid is cleared by the FDA as GRAS as a direct food substance(21 CFR 184.1021) and
is permitted at a level of £1.1% in food(0.1% is equivalent to 1,000 ppm).

Mineral oil has an FDA clearance it food processing equipment at a level nof to exceed 10 ppin
i foed(21 CFR 178.3570).

Personal communication with Ms Tracy Lantz, PM Team 31 conftrms that a complete review of
this proposcd use is not needed. The registrant states that the benzoic acid level from the
proposed use, assuming [00% teansier of residue to food, would be 0.05 ppim. Ms Lantz wants
RASSE to conlirm the registrant’s calculation.

The “bean sheet™, D315791, bears the instructions, “Please have Bob Qutick confirm the
companies PPM caleulations he has the information needed to do this™

RASSB Caleulation
Proposed lovel of benzoic acid tn mineral oil: 1.0%
Mineral oil level permitted in lubricating oil for food contact: 10 ppm

Assuming all benzoie acid i the mineral migraies o the food. Then:

0.01{% of benzoic acid in mineral 0il} x 10 ppm{level of mineral oil permitted in lubricating oil
applied to food machinery)

15
0.01 x 10 ppm = (.1 ppm benzoic acid in food

Tlus level is far less than the 1,000 ppm of benzoic acid level that is already permitted in food as
a direct food substance by the FDA(21 CFR 184.1021).

Note: An earlicr benzoic acid residue value of 0.05 ppm in food cited by the registrant was

111




taken from a then proposed use patfern which was for 0.5 % benzoic acid in mineral oil
{ the level of benzoic acid in mineral oil is now proposed at 1%).

b
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meetiry mingkes
Seny o ‘v"@!m( Do

o~ ginzlos

MINUTES - o
. e . qlasfes Dennis
Benzoic Acid Scoping Meeting Sl Jce
New AT with Food Use Minades
3/30/05  4:00-5:00 PM were goee,

P

Attendees: Frank Sanders, Jack Housenger, Norm Cook, Dennis Edwards, Bob
Quick, Debbic Smegal, Wallace Powell, Velma Noble, Karen Hicks, Tracy Lantz

Purpose of Meeting:
To determine if any addiiional reviews, other than chemistry are required to
register this new active ingredient. Do we need a RASSB or Tox review?

Background:

Petro-Canada has applied to register this product/new ALl

$90.000 paid, start date is 1/67/03.

This is an A38 New Al, Food Use, with Lxemption.

Would like to add USP benzoic acid (>99% purity) to the mineral oil
component of lubricants.

State that they will comply with 21 CFR 178.3570 {a) (1) with incidental food
contact use on machinery used for producing, manufacturing, packing,
processing, preparing, treating, packaging, transporting, or holding food.
They would like to add the benzoic acid at a maximum level of 1.0% to

nrevent decomposition and edors in the lubricant caused by microorganisms.
Petro-Canada states that the highest level of contact with food is: 0.10 ppm

Al has been registered in the past, bui no current registrations

Benzoic Acid is listed in 21 CFR Part 184 (B) as GRAS

It is described in 21 CFR 184.1021 as occuring in nature in foods such as
cranberries, prunes, plums, cinnamon, ripe cloves, and most berries.

Regutated by the FDA as a food additive (21 CFR 184.1021 (d) @ 0.1% in
food.)

Using a unregistered source of Al
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Toxicology: company states that sodium benzoate is rapidiy metabolized to
benzoic acid in mammals. Benzoic acid itself is rapidiy metabolized in the liver
by conguation with glycine, resulting in formation of hippuric acid, which then is
rapidly excreted via the urine. Toxicological data on sodium benzoate can be used
to support benzoic acid.

Discussion and Conclusions:
Karen's group is already doing a chemistry review,
Debbie discussed the fact that HED had already done two reviews on sodium
benzoale, one completed in 2003 showed no tox endpoints and that it has also
heen charactenzed by HED as low risk.
Does RASSB need to do an assessment? NO
But we will ask Bob Quick to confirm in writing the lighest level of Benzoic acid
in contact with food. Bob thinks that it is 0.10 ppm which falls within our
standards, but he will confirm this. We will use a BEAN 10 request this
information from Bob.
Do we need a Tox assessment? (From PSB)

Karen suggested that we do send a BEAN to PSB so that they can give input
as to whether they feel the tox language on the label 1s appropriate. They will do

their review based on the documents referred to by Debbie on Sodium Benzoate.

Debbie provided e-copies of the two reviews to which she had referred.
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Purpose of Meeting:

. To determine if any additional reviews, other than chemisiry are required o \
. . " . ] ok
register this product. Do we need a RASSB or Tox review? Q; it
r’f é-'a S
ey £ ‘«u_":{.'?e;
i E A
SR - .
Background: S
gt
;;3.‘}3 i
k1

. Petro-Canada has applied to register this produet.

4 $90,000 paid, start date is 1/6/05.

¢ This ts an A38 New Al, Food Use, with Exemption.

/Would like to add USP benzoic acid (>99% purity) to the mineral oil

" component of lubricants.

. State that they will comply with 21 CFR 178,3570 (a) (1) with incidental food

contact use on machinery used for producing, manufacturing, packing,
processing, preparing, treating, packaging, transporting, or bolding food. .~ &
They would like to add the benzoic acid at a maximum level of 1.0% to

HES

prevent decomposition and adprs in the lubricant caused by microorganisms. gbﬁf

Petro-Canada states that the highest level of contact with food is: 0:05ppin--. o

(This number doesn’t make sense, does Bob Quick agree with this calculation?) ; e
v }

Al has been registered in the past, but no current registrations bt e

Benzoic Acid is listed in 21 CFR Part 184 (B) as GRAS
ttis described in 21 CFR 184.1021 as ocecuring in nature in {oods such as
cranberries, prunes, plums, cinnamon, ripe cloves, and most berries.
It may be used as a antimicrobial agent as defined in 170.3 (0)}2) (substances used
to preserve food by preventing growth of microorganisms and subsequent

. spoitage) and as a ﬂdvonng agent and ddjurl(.,l as defined in 170.3 (o)(12)




Sodium benzoate converts to benzoic acid under acidic conditions. Data on both
compounds is relevant. Benzoic acid is currently regulated as a list 4B inert with
exemptions from the requirements for a tolerance as an inert (and occasionally
active) ingredient in pesticide formulations under 40 CIFR 910 as an inert
preservative.

Regulated by the FDA as a food additive (21 CFR 184.1021 (d) @ 0.1% in
food.)

Using a unregistered source of Al
Submitted 2 different data matnixes, one with MRID’s the other without

Toxicology: company states that sodium benzoate is rapidly metabolized to
benzoic acid in mammals. Benzoic acid itself is rapidly metabolized in the liver
by conguation with glycine, resulting in formation of hippuric acid, which then is
rapidly excreted via the urine. Toxicological data on sodium benzoate can be used
to support benzoic acid. {(But does this explanation just support the oral route of
exposure or all routes?)

Conclusion:

Does RASSB need to do an assessment? =:

if so what review? ¥,

Environmental?

Do we need a Tox assessment? (From PSBy — RS P
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Benzoic Acid Scoping Meeting
New Al with Food Use
3/23/05 11:00 AM-12:00 PM

Rescheduled:
3/30/05 4:00-5:00 PM

Summary

Purpose of Meeting;
To determine if any additional reviews, other than chemistry are required (o
register this product. Do we need a RASSB or Tox review?

Background:

Petro-Canada has applied to register this product.

$90,000 paid, start date is 1/6/05.

This is an A38 New Al Food Use, with Exemption,

Would like to add USP benzoic acid (>99% purity) to the mineral oil
component of lubricants.

State that they will comply with 21 CFR 178.3570 {a) (1) with incidental food
contact use on machinery used for producing, mannfacturing, packing,
processing, preparing, freating, packaging, transporting, or holding food.
They would like to add the benzoic acid af a maximum level of 1.0% to
prevent decomposition and odors ip the lubricant caused by micrporganisms.
Petro-Canada states that the highest level of contact with food is: 0.05 ppm

(This pranher doesn’t make sense, does Bob OQuick agree with this calcidation?)

Al has been registered in the past, but no current registrations

Benzoic Acid is listed m 21 CFR Part 184 (B) as GRAS

It is described in 21 CFR 184.1021 as occuring in nature in foods such as
cranberries, prunes, plums, cinnamon, ripe cloves, and most berries,

It may be used as a antimicrobial agent as defined in 170.3 (0)(2) {(substances used

te preserve food by preventing growth of microorganisms and subsequent
spoilage) and as a flavoring agent and adjunct as defined in 170.3 (0)(12).




Sodium benzoate converts to benzoic acid under acidic conditions. Data on both
compounds is relevant. Benzoic acid is currently regulated as a list 48 inert with
exemptions from the requirements for a tolerance as an inert {and occasionally
active) ingredient in pesticide formulations under 40 CFR 910 as an inert
preservative.

Regulated by the FDA as a food additive (21 CFR 184.1021 (d) @ 0.1% in
food.)

Using a unregistered source of Al

Submitted 2 different data matrixes, one with MRID’s the other without
Toxicology: company states that sodium benzoate is rapidly metabolized to
benzoic acid in mammals. Benzoic acid itself is rapidly metabolized in the liver
by conguation with glycine, resulting in formation of hippuric acid, which then is
rapidly excreted via the urine. Toxicological data on sodium benzoate can be used

to support benzoic acid, (But does this explanation just support the aral route of
exposure or all routes?)

Conclusion:
Docs RASSE need to do an assessment?

It so what review?

Environmental?

Do we need a Tox assessmem? (From PSI3)
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{[Scoping Meeting on Benzoic Acid-New Al Food Use-from Chalr . |[Tracy LanOC/USEPAIUS

Subject

JiPatro-Canada

: Starts [Wed 03/23/2005
When Ends |Wed 03/23/2005

Where

Resources
Online

Room 308 U

" Thig is an Onlin

" [Frank Sanders/DC/USEPA/US@EPA, Jack

Housenger/DCUSEPAUS@EPA, Dennis Categorize

_ .".-Eélivliﬁéﬁ
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The purpose of this meeling is to defermine if any adduﬁenal reviews, otfter 1han chemlslry will be required.

1 will distribute backgtound matarials prior to e meeting. This Al has alrendy been cleared under 21 CFR as a food

additiva,
kichiele, ptease invite a toxieologist 1o this meeting. | have sent the chemistey data for review.
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Ha/22/2685 83584 THa492P068 CHEMREG INT'L PAGE 82
Untitled Stationery 1 Page 1 of )
|
1

|

|
I
|

Connie B. Welich

Sant: Tussday, March 22, 2005 §:58 AM
To: ‘noblevelma@epa gov

%
i
From: Connie B. Welch E
t

Velrnz, ;

Thanks for the discussion this morn lng§ As for the :}orrections [ anly found one page that did not gat correcled.

In the Group A report it s correct. Itis the 1ntrodug{cry paregraph which states "The interided use pattern as an

antimicrobial active Ingredient is indoor, nonfood, ag a material preservative for use in the m eral ol component

of lubricants compllant with 21 CFR 178,3570 (lubAE Fth i ' i chinery used for
producing, manufacturing , packing, processing, pr ) T rﬁ"c’ﬂdmg'fébd a?'{"Ta
maximun level of 1.0%, In order fo prevent decompx

| have reviewed the subrnission lo EPA and the un”r other piace | have found this introductcry paragraph where
the 5% was not corrected {shouid be 1.0% as statéid above) is In the ecotox submissien for the 850.1010 and
. 850.1075 guideline requirements. [t cantains the sime introductory paragraph, but it has a maximum level
of .5%. [t shouid be corrected to read "maximum I? el of 1.0 %" a3 stated above,

Fwill fax in a corrected page. Thanks again for ymﬂ' halp. | lack forward o hearlng of the good outcomal
—~Connie ;1
[

Connie B. Welch i
Global Reguiatory Consultant
ChemReg International, LLG i
1980 Old Bridge Read, Sulte 201 'E
Lake Ridge, VA 22192 i
it
Phone: 703-492- 7905 |
Fax: 703-492-0668 |
Email: welchfichemrag.com 11

h is confidential or elhwrwive protected from disciozone, excep! f‘ the ;:wptwu thay are intendsd to, Dissemination, distdbuton, of reproduction by
nyons sther than their intendad recipients Iz prohibited grd may beiifegal, if you are nol an nended meipienl, plesse immediately inform e sender
and zand himdher back the present e-mall ang s aischmens and y Bhy sopias whish may be By volr pessesadon,

ﬁ:ﬁ Notien: This glectronic mafl and s stschments sm intended | ; lely Tor the person (5} & whom they are addresgad and may contain formation

3/22/2005 ]
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83/22/2005 19:96 7034978668

*
- .

InTER

PAGE

CHEMREG INT'L gl

NATIONAL, LLE

1990 QL B

FHONE: 703-492-0445
Fax:

i

Laxe le;nﬁl IRGINIA 22392-2382

GE ROAb, SUITE 201

WER SITES: www.chemreg.com

703-392-0668 B! www. pesticide net
DATE: March 22, 2005
TO: Ms. Velma Noble _ FAX: 703-308-6466
FROM: Ms. Connie Welch :
PAGES: 7 ;
MESSAGE: ,
Velina, ;

I thought I would resend the entire paﬁkag
off to RASSB the entire corrected packagﬁ
for all of your help. i

e with the corrected page. It may be easier to hand
(oven if the corroction is minor). Thanks again
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B3/22/72885 89184 7634928668

%

ENATIONAL, LLE

CHEMREG INT'L PAGE

1990 OLD 34
Laxe Rmcx,l

PHONE: 7D3-492-0445
Fox: rO3-402-0668

DATE; March 22, 2005

TO: Ms. Velma Noble
FROM: Ms. Connie Weleh
PAGES: 4

MESSAGE:

Velma,

INGE RoaD, SUITE 2061
VIRGINIA za19%-2382

WER 51e8: www.chemreg.com
www,pesticide.net

FAX: 703-308-6466

Thanks so much! I am attaching s correc

ed page ag per my email. Take care!
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mas22cans 1a1ds 78345920668 CHEMREG INT L PG

Pexso-Crnada
MICROL-2004-04, page !

Study Title

MICROL Preservative
Bastoxicology

US-EPA Guideline Number OPPTS Serics 850

850,100 Aqualic Invertehrate Acte Toxicity
850.1075 Fish Acute Toxicity

r Author

? E. A. Brown
CherReg International, LLC
1590 Oldi Bridge Road, Suite 201
Lake Ridge, VA 20192

[ Spomsor
[
3

Petro-Canasls
Specialfy Products and Fluids
2489 North Sheridan Way
Missi%auga; Ontario Canade LSK LAS

MICROL-2004-04

'ﬁ?otai pages: 52
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w3/ 22/ 2BRs 18166 78343205668 : CHEMRES INT'L PAGE  BH

Petres-Canada
MICROL-2004-04. puge 2

Statement at Data Confidentiglity Claim

No information is ¢claimed confidential on th: basis of ils falling within the scope of FIFRA §
10€a)(1}(A), (B), or (C}. .

Company: Petro-Canada
Specielity Products and Fluids
Submitter Name: Elizabeth Anne Bénwn
ChemRep International, LI.C

Authorized Ageat:for Petro-Canada

Signed:

Date: December 2, 2004
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Study Title

x

CROL Pregervative
Ecotoxicology

Dista Requirement

US-EPA Gllid% ine Number OPPTS Seres 830

850,1010 mﬁ;ic Invertebrate Acute Toxicity

850.1

|

75 Figh Acute Toxicity

Author

il B. A, Brown

Chemfeg Tnternational, LIC
1990 Ol Bridge Road, Suite 201

i:}zidga, VA 20192

FPetro-Canada

Specialty Products and Fluids
2489 North Sheridan Way
Misyisvaugg, Ontaro Canada LSK 1A8

st
v

ecember 2, 2004

Report Number
TCROL-2004-04

Tfotal pages: 52
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INTRODUCTION
MICROL PRESERVATIVE is 100% of USP (food) grade benzoic acid. The intended use pattemn as
an antimjcrobial active ingredient is Indogr, nonfood, as a material preservative for use in the mineral
oil cornponent of lubricants compliant with 21 CFR 178.3570 (lubricants with incidental food contact

used on machinery used for producing, manufactunng. packing, processmg, prepaning, treating,
packaging, transporting, or holding food) at & maxinum level of 1,0 %, in order to prevent
decomposition and odors in the lubricant eanscd by microorganists.

Benzoic Acid (CAS RN 65.85-0) is an extfamnly well known, widely-studied, and widely used
compound, particularly as a pregervative fgir food (direct food additive). The closely related and
equally well known, widely-studied, and w;dely used compound, sodivm benzoate (CAS RN 532-32-
1) converts 1o benzoic acid under acid conditions. Data on both compounds can be congidered as
relevant, Benzoie acid occurs naturally, while sodfum benzoate does not. The antimicrobial actvity
of both compounds is from benzoic acid. Both compounds are widely spproved on an international
. busis as direct food addirives. Botk co are widely used a preservatives in other applications
{such as in cosmetics). Benzoic acid is endogenous in the human body.

There i5 adequate information in the publie]literature to address the required data requirements. The

public literature is discussed below.,

OPPTS 850 AQUATIC INVERTEBRATE ACUTE TOXICITY

For the toxicity data prentioned, it is not slways stated whether the cited effect values are based on
nominal or measured concenmations of benzmc acid or sodium benzoate, However, because of their
water solubility, their insignificant volatility, and their low adsorption potential, all nominal
concentrations of the fest substances are expected to comrespond to effective concentrations, even in
tests with open svstems and longer exposufp durations.

As benzoic acid Uself {s only slightly soluﬂ e in water, sodium benzoeate -- which, under acidic
conditions, converts to undissocialed benze;,c z¢id, offen is used in place of benzoic acid.

The 24hr EC50 of benzoic acid to D-apbma woa 1s 300 wp/l (Bringmann & Kuehp 1982, as cited
by WHO 2000)

“Ninety-six-hour LG values of =100 mgé dium benzoate/litre have been found for Daphnia magna
{first and second lerval instar) and Gammayus fusciaty (uvenile: 7 mg in size) under static test
conditions (multispecies test; pH 6.5-8; 207C) (BEwell et al., 1986). The same was true for jnveniles of
ofher invertebrates tested simultaneously: dselfus mtermed!us {Arthropods; 12 mg body weight),
Dugesia tigring (Platyhelminthes; 6 mg ‘notiy weight), Helisoma trivolvis (Mollusca; 180 myg body
weight), 208 Lumbricudus variegatus {An; ielida; 6 mg body weight) (Ewell et al,, 1986)." (WHO
2000)

OPPTS 850.1075 ACUTE TOXICITY FISH

“Two differeat tests with the freshwater f&&ead minnow (P, promelas; juvendle stages) resulted in 96-
h 1.Csp values of 484 mg sodivn benzoate/litre {megsured conceptration; flow-through system; pH
7.4; 24°C) (Geiger et al., 1983) and >100 mgfhfm {nominal concentration; staiic systerm; pH 6.53-8.5;
20°C) (Ewell ct al., 1986).” (WHO 2000) |
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Peqo-Canada
MICROL-2004.04, page 3

t
Gond Laboi%aton* Practices Statemnent

The submiiter of this study was neither the _iﬁponsor of this study nor conducted it, and does not know
whether it has been conducted in accoztianc_&: with 40 CFR Part 160,

Date: Dlec 2, 2004

Author e, . o, iy

Submitter:
Blizabeth Anne Brown
ChemRep International, LLC
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INTRODUCTION

MICROL PRESERVATIVE is 100% of USP (fond) grade benzoic aeid, The intended use pattern as
an antimicrobial active ingredient is fndoor, nonfood, as & material preservative for use ia the mineral
oil componen, of lubricants complhiant with 21 CFR 178.3570 (Jubricants with incidental food contact
used oo machinery wsed for producing, manufacturing, packing, processing, preparing, treating,
packaging, transporting, or holding food) at 2 maximum level of 1.0 %, in order to prevent
decomposition and odors in the Jubricant caused by microorganisms.

Benzoic Acid (CAS RN 65-85-0) is an extremely well known, widely-srudied, and widely used
compound, particularly as 2 preservative for food {direct food additive). The closely related and
equally well known, widely-studied, and widely used compound, sodium benzoate {CAS RN 532-32-
1) converts to benzoic acid under scid conditions. Data on both compounds can be considered a5
relevant. Benzoie acid ocours naturally, while sodium benzoate does not. The antimicrobial activity
of both compounds is from benzoic acid. Both compounds are widely approved on an international
basis as direct food additives. Both compounds are widely used a preservatives in other applications
(yuch as ip cosmetics). Benzoic acid is endogenous in the human body,

There is adequate information in the public literature to address 1he required data requirements. The
public literanire is discussed below.

OPPTS 850 AQUATIC INVERTEBRATE ACUTE TOXICITY

For the toxicity data mentioned, it i3 not always staied whether the cited effect values are based on
nominal or measured concentrations of benzoic acid or sodjum benzoate. However, because of their
water solubility, their insignificant volatitity, and their low adsorption potential, all nominal
concentrations of the test substances are expacted to correspond to effective concentrations, evesn in
tests with open systems and longer exposure durations.

Az bepzoic acid itself is only slightly soluble in water, sodium benzoate — which, under acidic
conditions, converts to undissociated benzeic acid, often is used in place of benzoic anid.

The 24hy EC50 of benzoic acid to Daphnia magna is 500 mg/L (Bringmenn & Kuehn 1982, as cited
by WHO 2000}

“Ninety-six-hour LCso values of >100 mg sodium benzoate/itre have been found for Daphaic magna
(first and second larval instar) and Gantmarus fasciatus (juvenile: 7 my in size) under static test
conditions (muhispecies tesy; pH 6.5-8; 20°C) (Bwell et al., 1986). The same was true for juveniles of
other invertebrates tested simulianeously: Aselfus intermedius (Arthropoda; 12 mg body weight),
Dugesia tigrina (Platyhelminthes; § mg body weight), Helisoma trivolvis (Mollusca; 180 mg body
weight), and Lumbriculys variegatus {Annelida; 6 mg body weight) (Ewell et al,, 1986)." (WHO
2000)

GPPTS 850.1075 ACUTE TOXICITY TO FISH

“Two different tests with the freshwater fathcad minnow (P, promelas; juvenile stages) resulted in 96-
b LG, values of 484 mig sodium benzoateditre (measured concentration; flow-through system; pH
7.4; 24°C) (Geiger et al,, 1985) and >100 mg/litre (nominal concentration static systam; pH 6.5-8.5;
20°C) (Bwell et al., 1986}, (WHO 2000)
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APPENDIX
WHO. 2000. CONCISE INTERNATIONAL CHEMICAL ASSESSMENT DOCUMENT NO. 26.
BENZOIC ACID AND SODIUM BENZOATE.
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March 2, 2005 W f
o

AN

Subject: Sccping Meeting for Benzoic Acid ﬁé‘k‘i“:‘g\\‘w@w

New Al, Food Use (¢ 305 e

Submitted by Petro Canada ‘;{d‘ix -;{x‘*e'k ‘

&

Meeting:  3/23/05

11:00-12:00

Room 308U

Dear Frank, Jack, Dennis, Michele, Norm, and Velma,

Just some background information to assist in our scoping meeting
including: several letters from the company, CSF, label, 2 sets of data
matrixes, and my informal notes on this submission.

Basically, Petro Canada would like to add Benzoic acid to the mineral
oil component of fubricants with incidental food contact use on machinery.
This chemical is regulated by the FDA as a food additive. The submitted
chemistry data has been sent for review.

The goal of this meeting is to determine if any additional assessments
need to be completed in order to register this product. This is an internal
meeting. Rumor has it that Connie Welch will be the new consultant for this
product. I have been told that Jack has agreed to a quick turn around for this
registration.

. Vo
Thanks for your assistance. A o ¥
L « %‘“’E’ww&
/
Tracy Lantz \\, A
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Ore debo. nadyly

ﬁ&@ Benzoic Aczd
j Petro-Canada to register MICROL Preseivative
ARTL 90,000 fee has been paid-start date 1/6/05. (due date 12/27:06 277) f
G ’Z“ ¢ A38 New Al, Food Use, with Exemption D Vack i, neadd (o menthe
R W4 Proposed use: to be added to the mineral oil component of lubricants with incidental food contact o g
fU7 % use on machinery used for producing, manufacturing, packing, processing, preparing, treating, 5. 4iic
L & packaging, transporting, or holding food, at a maximum level of 0.5% in order to prevent
N decomposition and odors in the lubricant caused by microorganisms. Highest level of contact
W & with food is: 0.05 ppnu
Previously registered Al, but currently no active registrations containing this Al
This chemical 1s regulated by the FDA as a food additive ( 21 CIFR 184.1021 @ 0.1% in food.)
‘Have a US rep: Elizabeth Brown, Lake Ridge, VA
Using the selective method of data support, matrix w/o MRIDs: are all data requirements
. wl}* s supported by studies she just sent in?
Taed j;; > 1.abel is confusing: discusses finished products and treated articles neither of which can make
%;*’ # clmms What finished products/treated articles are they referring 107 Examples?

W e T R Sine < [ S S P e Ui b
Requests for wa:vgrs appear 1o be in the jacket itself, At apd e ke
i ;‘-’_‘ " {/'ﬁfi)
. Don’t we need a CSF for the manufacturing process? Submitted CSF just lists the Aland a very 2.,
small amount on water. \/x y | bisie
s Y ; Y ed
' L‘?f Studies submifted: st i e .7 ;: 4. 40C
e & {f‘éw‘z;“‘{‘“ﬁ’ b e

{«? 5 ) ¥ . 7. 5
i Product Identity, Composition, and Analysis-REJ ECTED ~—qe¥ correckions on Ql‘é! Q5 Chaam

)

Physical & Chemical Properties 46432702

Toxicology 46432703 /’ [T QM R
Ecoloxicology 46432704 « Aebine S
Request for Waivers (Ecotoxicology) 46432705 y i

Request for Waivers (Hydrolysis} 46432706 \f pregtd & il ‘
Acute Oral  cited RTECS database study S da i pef ‘(m i é_&é::f{( faky
Acute Dermal “ > ):, TS dhy Jabel
Acute Inhalation jtw,u /}

Primary Eye "‘

Primnary Skin “

Dermal Scnsitization  cited WHO study

90 day oral rodent “

subchronic nonrodent oral 90 day cited WHO study

dermal tox rodent "

subchronic inhalation toxicity
dewvclop. tox rodent

. T vitro mutagenicity

mutagenicity mammalian in culture

RS

4%
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is

In vivo cytogenetics
Daphnia acute toxicity
Acute Toxicity fish '"‘

Avian Acute toxicity Justification for waiver
Hydrolysis Justification for waiver

it

Their note: sodium benzoate is rapidly metabolized to benzoic acid in mammals. Benzoic acid
itself is rapidly metabolized in the liver by conguation with glycine, resuiting in formation of
hippuric acid, which then is rapidly excreted via the urine. Toxicelogical data on sodium
benzoate can be used to support benzoic acid.
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48484100

INTERNAZTONAL, LLC

1990 OLD BrivgE Roap, ST1TE 200
LAKE €1DSFP, VIRSINT: 20152-2383

FE-MaTs: brown@chemreg.com
WEB SITES: www.chumreg.com
wiww.pesticddenet

DIRECT: 703-402-7005
MAIN:  703-492-0445
Fax: 203%-492-0068

ELIZABETH A. BROWN, PH.D.

December 16, 2004

Document Processing Deosk (APPL, REGFEE, NEWCQO, COADR)
V.8, Environmental Protection Agency (7502C)
Office of Pesiicide Programs
Room 266A, Crystal Mzl 2
1801 South Ball Streat
Arlington, VA 22202-4501

Attn: Velina Noble (PM 31

Re:  Application for Regstration of MICROL Preservative
Reguest for Company Number

Dear Velma:

On behalf of owr client, Petro-Canada, Specialty Products and Fluids (Peiro-Cansadz),
enciosed pleage find an application for regstration of MICRQOL Prescrvative, which contalns 2

new entimicrobia active ingredient.

This application bns been proviously discumsed with the Agency, incjoding discussion on
June 5, 2003 for the reguired approach and molliple discussions and cormuxcaiions during

Febroary thyoagh Mey 2004,
Tins application is subject to PRIA. We believe, bused on conversaiions with Mr, Denady
Fciv;arfs fhar lhib appii’catim' i= Fec C'ategorv A’SE, wiﬁh ’be assoﬁaied fee csf S“‘{} {'?QG Ie.as:‘

PRJ.A category.

CONSULIANTS TO SUCCESS™

Over One Hundred and Fifly Years of Combined Experience Assisting Chemical, Pesticide,
Bio-Chemical and Life Science Companies on o Wide Range of Issues, Including Regulalpryr
Strategies; Registration, Data Support and Compensation, Quality Assurance, Smc}y De%fBG

and Scientific Matters, _ —




* * ."3_" SRR v “é' 3
! YRTERNATIONAL, LLC
!i -
: . Letier 1o V. Noble, Desember 16, 2004 paga 7

Enclosed with this applicafion, plezse find the following:

EPA Forn: §570-1

EPA Form £570-4, Confidential Statement of Formnmls

D e

ChernReg International, LLC, ag their U8 agens
Five (5) copies of the proposed labeling
Trangmittal biblingraphy

Three {3) coples of each submitied snudyv)

S

FPA Foam 8370-34, Centification wil respect to afation of data
EPA Form 8570-35, Data matrix (Agency Use and Public File copies)

A letter froms Petro-Canade, requesting 2 new company number and assignin

(33

. i¥ there are any questions oy 3 anyihing further 15 needed, please do not hessate to contact
me divectly. Please keep mee indormned of the progress of this application.

Regards,
O . .
Vol 2ol YA ;@WQ o

&

. Ehzabeth Anne Brown

cor Peuo-Canade, Speciaity Producrs and Flads



TRANSMITTAL DOCUMENT

redie,

Spesialis

Subwiner
Peiro-Canada

Product and Fluids
2489 Nomik Saeidan Way
Mississange, Ontano LEK 1AB CANADIA

Regulatory action in support of which fhis packaoe is submitred

New Prodnct Registration (New Antimicrobial Active Ingrediont

(MICROL Preservalive, po company pumber ve! assigned)

Decamber 16, 2004, 2004
Submitted Studies

Transnsitral Daie

MRID

Adminitirative Materials

Dogumert 1 i

48484101

Brows, B.A. Dec 14, 2004, MICROL Preservative, Product

Kentity, Compasition, and Analysis (Group A). Report No.
MICROL.-2064-01. ChemReg
peees. Coptains Business Confidential Information

ternanonal, LLC. 77

Docurment 2

46432702

| Browa, E.A. Novembar 22, 2004, MICROL Preservative.
Phvsical and Chemical Propertes {Group B). Report No.
MICROL-2064-02  Chem¥es Interpational, L1, 43

Prges.

! Docpmeny 3

46432703

E Brown, A December 6, 2004, MICROL Preservauve.
Toxoology. Report No, MICRUL-2004-03. ChemBey ;
Iriemehional, LLC. 235 pages

i

g

| Dozument £

AB432704

| Brows, EA. Dec 22002 MICROL Preservative.

H

|

Ecotosicology. Repesy Mo, MICROL-2004-04  ClhemBeg
Intemanonal, T.LO 42 pages,

f Dosument 5

46432705

%

Request {or Waivers— E
Interpationst LLOC. 6 pages.

i

; Drown, B4, Decenyyer 200000, NICROL Preservalive,
v, ChemReg

|
|
Document & i
%

46432706

]
!

CBrown, EA. December

|

LiC. & pepes

a7

004, MICRQE Preservative,
Regurst for Waivers - Hydrolysis. ChemBep internabional.

Company (ificial
Coppany Name!
Company Contact

: FI3-48

Fhome Numbers

:'fc’l?;;,z..cﬂ; Lin i 'Effa-aa,»v..,.:’

i

[

LAy

Eizzabeth Anne Brown
-E00

ChemPFeg ltemmatioual, LLC., Authonzed Agent for Buzz GH Insec Shield
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tarin Approved OMEB No. 2070-T160

oo UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
w’é 401 M STREET, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notive: The public reperding burden for (his collection of infomation is estimaled to average 1.25 hours per respoense for

| registration and §.25 hours per response for reregistration and spsdial review activilies, theluging tme for reading \he instructions and compleiing the
necessary forms. Send comments segurding burden estimale or any ofher aspect of this collection ol information, including suggestions for reducing the
burden 10: Director, OPPE Information Managemean| Diviston {2137}, U.5. Environmental Prolection Agency, 401 M Streel, SW,, Washington, DC
20460,

Do nol zend the compleled form to lhis address.

Certification with Respect to Cltation of Data

Applicant’s/Registran|'s Namé, Address, and Telephong Number &P A Registration NumberiFile Symbal
Pelre-Canada
Specialty Products and Fhuids {not yat assigned)
2488 Norh Sharidan Way -
Mississauga, Onlarlo Canada L5K 148 905-804-4500 JA0 T R
Active Ingredient{s) andfor repregentative lest compound(s) Dale
Banzoic Acid 12:14/20034

§ Use Paltemis) {tis1 atl those claimed for Lhis produc uging 48 CFR Part 158) Produst Name

Nonfood {maleds] preservative) HICROL PRESERVATIVE

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labsled for all the same uses on your [abel, you do ol need
1o submil this form. Yoo must submil the Formulstons Exemplion Staleman {EPA Foan 8570-27)

”’ | am responding io & Data-Call-ln Notice, and have inctuded with this form a list of companies sent oHers of compensation {the Data Matrix lorm
r ! should be used lor this putpose).

SECTION 1 METHOD OF DATA SUPPORT {Chack one medhod only}

™ | am uzing the gite-all methed of support, and have included with f'-x', t am using the setectiva method of support {or dile-all oplion
[ this form z g ol companies senl effers of compensallon {the Dala L under tha selective mathod), snd have indluded with this form
i tatrix form should be used for this purpose) a compleled tist of data requirementz {the Dats Matix form
musl i used).

SECTION If: GENERAL OFFER TO PAY

¢ JRequired if using the cile-all method, or when uging Lhe cile-al oplion under the salective melhod Lo spEisty one or mare dala reguirements)

—‘; | hereby offer and agree 1o pay compensaton, to other perzons, wilh regard o the approval of this application, (o the exlent reguired by FIFRA

SECTION ll: CERTIFCATION

{ cartify that this applicalion lor registration, this fors for rersgistration oy this Data-Call-in response is supported by all data submilted or ciled in
e application fof registration, (ha form for rereglstration, or the Data-Call-ln respense. tn addition, If tha cile-ali opion or cite-all opBen under the
. gelechive melhod is indicated In Section 1. ks application is supported by alt data in the Agency's files tha! (1) concern g properiies or effests of this
produst of an ideatical or substanliatly similar product, or vne of more of the ingredisnls in this pregdust and (2} s 3 type of data thal would be required to
be submitied under the dala requirements in effect on the date of approval of (his applicallon if lhe appiicaton sought the infial registradon ol & product of
 identical or similar composition ang uses.

| certify that for eact exclugive use study cited in support of Bis registraion or reregislalion, that t an the orginat data submitter or that | have
obtained {he wrilten parmission of the originat data submilted to cile that study.

| cesiify that for sach shudy Ciled in support of this reglelration or reregistration Ihal ls nol an exciusive use study, either: {a) | am the orlginal data
submitter; (b { have obizined the permission of (he oiginal data sulbmitter fo use the sledy In support of this application; {c) ol periods of sligitility for
compeansation have sxpired for he sludy: {d) the sludy is in the public fterature: of {e) t have notified In writing the company fhat sUdbpiigiine siudy ang
. have offersd (i) 10 pay compensation o the extenl required by sestions 3G 1}F) andior 2{cK24B) of FIFRA; and {ii} lo commence siegoiations to
delerming the amount and terms of compensation, H any, to be paid for lhe use of the sludy. e @

- ¥ »
| certify thal in 48 instances where an offer of compensalion is required, copies of il offers Lo pay compensation and svidente of bieir delivery in
accordante with sections 3o} 14F} andior 3K 2YB) of FIFRA are available and will be submilted i the Agency uphe tatidsl, Should? fail v produce
such evidance to the Agency upon request | understand thal the Agency may initiate action to deny, cancet or suspend fhweg:smn efmy prodoetin
conlomity with FIFRA. sesess M

_ t certify thal 1he staiemanis L have made on this form and all altachments 10 it are 1rue, accurale, and coxﬂ‘:ﬁem. I a;ﬂfc&hedgmhat any
knowlingly false or misleading stalamen! may be punishaie by Bne or imprisopment of both under applicable w

> o » o -
Signature Dale Typed or Ponted Name and Tille s2ane
X 12 1472004 Elizabeth Anne Brown . *
%Mw} Fnnt. YEnozin ChemReg Intematonat, LLC. Agent lor R‘eg@g-ani
EPA Form 3370-34 19-47) Blelronic end Paper veeniang available, Submn oiily tuper version, T
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EPA Fonm 8570-35 (9-97) Electronic and Paper versions mailable. Submit only Paper version.

Agency interual Use Copy

‘" ' . Forn Appraved OME N, 2070-0060 >
{,\ w‘f UNITED STATES ENVIROSMENTAL PROTECTION AGENCY
- 401 M Street, S.W. N
WASHINGTON, D.C. 28460
Paperwork Reduclion Act Notice: The public reporting burden for this colleetion of information is estimated 1o average 0,25 hours per resporse for registration aclivities and 0.25
lonrs per respanse far reregistration and special review sctivities, inclnding tinse fur teading the instruction and compleding the necessary forms. Send comments regarding the
buriien estimate or anmy other aspect ol thiy collection of infornmtion, including suggestions lor reducing the hrden ) Director, QPPE Information Management Bivision {2137),
LS, Envirmumental Protectiop Agency, 401 M Streer, S.W., Washingion 13C 20460. Do not send the frm tn this eddress,
BATA MATRIX
Pate: December 14, 2004 EPA Rep Nod File Symbol Page | of 3
{rust yei assigned)
Applicant’s/Regisimat's Name and Address: Pelro-Canads Produet:
Speeially Praducts and Flnids MICROL PRESERVATIVE
2489 Norll Sheridan Way
Mississauga, Ontario CANADA L3K 1AS
Lesprediont: Benzoie Acid
Guideline Reference Number Guideline Study Nams MIUTS Number | Submiter Statns | MNute
230.1350 Product ldeatity and compositian BaY 44—l Fetra-Canada Own MICROL-2004-01
$30.1600 Description of sturling malerials Bipth gy &« 0 Petro-Canada Own MICROL.-2004-01
8301620 Dieseription of production process Hlo4 {4 - Ot Petre-Cannda Own MICROL-2004-01
330.1670 Discussion of the Bimnation 1l biporitics G Gl (4~ Pelro-Canada Own MICROL-2004-01
530 {700 Preliminary analysis 8§ e th— 01 Petra-Canada Cravn MICROL-2004-01
BIN.1750 Cerlified limits 4 (0 fpid ~ 01 Petro-Canada Own MICROL-20604-01
§30.1808 Laforeement anslvtical method i 4l -3 Fetni-Canada Own MICROL-2804-01
830.6302 Color 44 3] -0d | Peiro-Canada Owit | MICROL-2004-02
$20.6303 Pliysical stale Gy Bad~ 02 | Potro-Canada Own MICROIL.-2004-62
830.6304 Qdor Ypgae =07 | Fetro-Cadada Own MICROL-2004-02
%30.6313 Stability e 457 7~07 | Pero-Cannds Qwn MICROL,-2004-02
830.6314 Oxidation/reduction Y4t r7-03) & Pelro-Canada Own MICROL-2004-02
830.6313 Flammuability 4 421~ 02 | Peiro-Canada Qun MICROL-2004-02
3306316 e o v _sne i Bxolodability 8433702 | Petro-Canady Own MICROL-2004-02
8306317 ses es s | Storage siability 4327 42 | Petro-Canada Qwn MICROL-2004-02
£30.6319 » o» o e el Micibility Gg4377-03 | Petra-Canada Own MICROL-2004-02
830.6320 Corrosion charagieristics SLd 33102, | Peira-Canada Own MICROL.-2004-02
830.6321 Diglectrie breakdown voltage 443 705 | Petro-Canada Owit MICROL-2004-02
i : ..o .‘. .:. '.: hid
mtur;'E E E . 'E RS- Name and Title Date
. n thy @ s . Eiizabeth Anne Brown 12/14:2004
jasahs dinsse Kracirns ChgmReg Internatinmal, LLC, agent for Petro Canads
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; Furn Approved OMB No. 2070-0060
ko, UNITED STATES ENVIRONMENTAL PROTECTION AGERCY
401 M Streef, S5.W,

WASHINGTON, D.C, 20460

Paperwurk Reduction Act Notice: The public reporting banlen for thix eollection v¥ information is estimated to sverage 0.25 hours per response for registration activities and 0,23
liours per response for rercgistration and special reviesw activities, including tinte for reading the instniction and completing the tecessary forms. Send contnients regarding the
burden estintate ur any ollier aspect of this collection of infmiation, including suggestions for reducing the burden to: Director, QPPE Information Management Division £2137),
U.S. Enviromnental Protection Apency, 401 M Street, 8.\W., Washingion DC 20460, Do not send the form Lo this address,

DATA MATRIX

Date; December 14, 2004 EPFA Reg Nu/ File Symbol Page 2 0of 3
(nat vet ussigned}
Applicani's/Registram’s Name wnd Address: Pelro-Canadn Product:
Specinlty Products and Flaide MICROL PRESERVAGIVE
2489 Nenh Sheridan Way
Mississauun, Onmario CANADA 15K 1AS

ingredient; Beoroic Acid

Guideline Reference Namber Guideline Sudy Name MRID Nuinber | Submiter Status  § Nmwe

§30.7000 pld Led 2 27+ 03 | Petro-Canada Own MICROL-2004-02
530.7056 UV/Vis absarption G433 104 | Petro-Canada Own MICROI.-2004-02
$30.7100 Viscosily GLpuzn2-03 1 Pelro-Canada Own MICROL-2604-02
£30,7200 Melting point Y433 7~ § Petro-Canada Own MICROL-2004-02
830.7220 Boiling point 82,43 37700 [ Petra-Conada Owen MICROL-2004.02
237360 Densily 464327 - 64 | Petro-Canada Own MICROL-2004-02
830.7370 Dissociativn constunt @ 5Tl | Petpo-Canuda Can MICRO)..2004-82
830.7550 Celanol/vater partitiun coefficient Y£L3yr-o7 i Petro-Canada Own MICROL-2004-02
830.7840 Solubility §o 432302 | Pelro-Canada Owit MICROL-20{4-(2
830.7950 Vapar pressurce Ll fs 327~ 02 Petro-Canada Own MICROI,-2004-32
870.1 110 Acute oral taxicity i Petro-Cauada Owit MICROL.-2004-03
870,3200 Actte dermal wxicity Fetro~-Canada Own MICROL-2004-03
B70,1300 s =+ wee | Acnle inhalation taxicity Petro-Cauada Own MICROL-2004.03
8702460 ses  es  u| Primary eye imitation Petro-Canada Oy MICROL-2004-03
870.2500 s ¢ o o | Primary dermal irritalion Petro-Canada Qwit MICROL-2004-03
870.2600 Permal seusitization Peiro-Canada Own MICROL-2004-03
870.3100 90-dny orul loxicity - roden Petro-Canada Own MICROL-2004-03
8703158 o7 s"e o | YDwdayoral toxicity - nonrodent Petra-Canads Own | MICROL-2004-03
@‘nmun . + . - Name zud Tille Date

IHizabeill Anne Brown 124342004
,&Ws s %&mwm’ ChenBeyg Internativnal, 1.LC, sgent for Petro Canacda

EPA Form 8570-35 (9-97) Blectronic and Paper versions available, Submit only Paper versian. Agency Internal Use Copy
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UNITED STATES ENVIRONMENTYAL PROTECTION AGENCY

401 M Slreet, S.W.

WASHINGTON, D.C. 20460

Formn Approved OME No. 2070-8060

Paperwork Reduction Acl Notiee: The public repuriing burden fisr this collectian of information is estimated th average 9,25 hovrs per respouise for registration activides and $.25
howrs per response for reregistration and special review activities, inoluding time for reading the fngtruction and campletling the uevessary forms. Send comments regarding the
burden estimnle Dr any ather aspeet nf this collection of information, including suggestious for reduiing the burden to; Director, OPPE Infrmation Managemem Division (2137),
U.S. Environuwental Protectinn Agency, 461 M Street, S W, Washington DC 20460, Do not send 112 forni to this address.

DATA MATRIX
Date; December 14, 2004 EPA Reg Mo/ File Symbol Page 303
(1ot vet assipned)

Applican!'s/Registrant's Nomne and Address: Petro-Canada Pradoet;

Specialty Praduels and Fiuids MICROL PRESERVATIVE

2479 North $heridsn Way

Mississanga, Ondario CANADA L3K 143
Ingredient: Bepzaic Acid
Guideline Reference Nmgber Cruidehine Study Name MRIT Number | Sobmitter Status Noie
SHLI2N0 Repend dose denmnal oxicity Pewo-Canada Chwn MICROL-200440:3
§706.3465 Subehrouic inhalation gxicity Petro-Canada Chwn MICROL-2004-03
870.3700 Developmental thgicity Petro-Canady Own MICROL-20{4-03
§70.3800 Reproductive taxicity Petro~-Canada Cwn MICROL-2604-03
370.5160 Mulaganicity - bacterial geng mutation Petro-Canada Own MICROL-2004-03
§70.5265 In vitro mutageticity Petro-Canada Own MICROL-2104-03
§70.5300 Mutageunicity — manunalian cells in coltore Perra-Canada QOwn MICRGT 2004403
874,5380 it vive cvinpenctics Potri-Canads Owial MICROL-2004-03
BS0.1DED aphnia acute toxicity Petro-Cinada Own MICROQL-2004-04
B30, 075 Acute toxicity — fish Perro-Canada Own MICROL-2004-04
8302100 Axvian acnle toxicily Petro-Canada Cwn MICROL-2004-05
8352120 Liydroiysis Petro-Canada Own MICROL2004.06

ey
- e # -
: ‘-‘ -0- o:l co: 0:0
— e s s v ee v 4 e %
nalnre ¢+ o« e @ K Name and Title Date
Elizabeth Ane Brown 12/14/2004

.é.}i.gma.ww Gnsi. KEroerrns

ChemRey Internatipnal, LLE, sgent for Petre Canada

EPA Form 8570-35 (9-97) Blectronie and Paper versions availablc, Submit unly Paper version.

Ageney Inlerrat Use Copy

M
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< ‘ . - Form Approved OMB Na. 2070-0060

) UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
- 401 M Strect, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notiee: The poblic reporting burden for this collection of information is estimated to average .25 hours per respanse for repisteation achivities and 0.25
hours per respanse Jur reregistration and special review aelivities, including time for reading the instruction attd completing the neceswary forms. Send comients regarding the
burden estimate or any other aspect of this collection of informaijon, inclnding suggestions for teducing the burdan to: Director, OPPE nlormation Managewnent Division (2137),
{J.8. Environmensal Prorection Agency, 401 M Stree(, $.W., Washington DC 20460. Do ot send the form to this address,

BATAMATRIX
Date; December 14, 2004 EPA Reg Mo/ File Symbol Page T al'3
{not yet assipned)
Applicant's/Registrant’s Narme and Addresy; Pefra-Canadn Product:
Speciajty Products and Fluids MICROL FRESERVATIVE
2489 Morth Sheridan Waw
Migsissauge, Ontarin CANADA L3K 1A8
ingredient: Benzole Acid
Guideline Reference Number | Guideline Study Name MRID Number | Submirer Slates | Note
Petro-Canada Own WMICROTL 200401
Petra-Canada Own MICROT.-2304-0)
Pelro-Canada Cram MICROIL-2604-01
Petro-Canada Cun MICROL-2004-01
Peteg-Canada Com MICROL-2004-0]
Peteo-Canaga Own MICROL-2004-1
Pero-Canada O MICROL-2004-B1
Peirn-Canada Own MICROT.-2004-02
Petro-Canada Own MICROIL-2004-02
Petro-Canada Own MICROL-2004-02
Petro-Canada Qwy MICROL-2004-02
Petro-Catada ' Own MICROL-2004-02
Petro-Canada Own MICROL-2004-02
Petro-Canada Own MICROL-2004.02
Fetro-Canada Cwn MICROL-2004.02
Peiro-Canada COwn MICROL-2004-02
Petro-Canada Cwn MICRGL-2004-02
Peiro-Canada . (run MICROL-2004-82
T T w. we PR, el
2 mlil;c'E E 5 . s 5. « :' . ., Mame and Title ?;;teq 200
. e ) - “ . Elizabeth Anne Brown 14/2004
jesccts Ennt. Wrocns CheinReg International, LLC, agent for Petro Canada

EPA Form §570-35 (2-97) Blectronic and Paper versions available, Sebmit only Paper version, Public Flie Copy
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¢ Ay
w! UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
2 s 407 &1 Street, B.W.

WASHINGTON, B.C. 20488

Fornt Approved OMB No, 2070-0050

Paperwork Reduction Act Netice: The public reporting burden for this collection of information is cstimated to average 0.25 hours per respinse for regisiration activities and 0,25
hours per responge for reregistration and special review activities, inchhding time for reading the instruction and campleling the necessary forms, Send comrnents regarding the
hurden estimate or any other aspect of this collection of information, including suggestions for reducing the burden 1o Director, OPPE Information Management Division (2137),
U.S, Environmenlal Prolection Agency, 408 M Street, §.W., Washinglon DC 20460. Do not send the form 1o thix address,

BATA MATRIX
Drite: Decomber 14, 2004 EPA Reg WNo./ File Symbol Page 2 of 3
{not vet assigued)
Applicant’s/Registrant’s Name and Address: Patro-Canuda Product:
Spreciatty Products and Fluids MICROL PRESERVATIVE
2486 North Sheridan Way
Mississaugs, Ontario CANADA LK A8
Ingredient: Benzoic Acid
Guideline Referencs Number Guideline Study Name MRID Number | Submitter Status Note
Petro-Canads Own MICROL-2004-62
Petro-Canada Own MICROL-2004-02
Petro-Canadp Own MICROL-20{4-02
Petro-Canada Owil MICROL-2004-02
Petro-Canadyg Own MICROL-2004-02
Pewro-Canada COwn MICROL-2004-02
Peo-Canada Cwn MICROL-2004-02
| Petro-Canada Owil MICROL-2004-32
Petro-Canada Own MICROL-2004.02
| Petro-Canadn Own MICROL-2004-02
| Patro-Canadn Own MICROL-2004-03
Petro-Canada Qwn MICROL-2004-03
- Petra-Canada Ouwn MICROQL-2004-03
Petro-Canads Ovn MICROL~-2604-03
' Petro-Cansda Cwn MICROL-2004-03
| Petro-Canadp Own MICROL-2004-03
 Petro-Canads Owit MICROL-2004-03
- Petro-Capada Qwn MICROL-2004-03
an d Name snd Title Drate
WA Elizabeth Anne Brown F2/ 1472004
?‘:&,},ﬂﬁ,ﬁgﬁj Gt ChemReg Internationsl, .4.C, agent for Petro Canada
EPA Form3570-35 (9-97) Llectronic and Paper versions available. Subait only Paper version. Public File Copy




e Form Approved OMB No. 2070.0060
iw; UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
bt 401 M Sireer, §.W,
WASHINGTON, D,C. 20460

Paperwork Reduactian Act Notice: The public reporting burden for this cofleetian of information is estimated 1o average .25 hours per response for repistration activities snd 0.25

hours per response for rercyistzation and special review aclivities, mclwding time [or reading the instruction and completing (he necessary forms. Send comments reparding the
burdet estimate or aey other aspect ol this cellection el mlormation, including sugpestions. for reducing the burden to: Dircetor, OPPE Informutivn Mansgement TDivision (2137),
LS. Enviropmental Protection Agenoy, 401 M Streot, $.W., Washington DC 20464, Do not send the form 1o this addross,

CheraReg International, LT.C, agent [or Petro Canada

PATAMATRIX
i | Daler December 14, 2004 EPA Reg Mo.! File Symbol Page 3 of 3
: Quot yet assigned)
Applicagt's/Registrant’s Nanie and Address: Petro-Canada Product:
Speciakty Products and Fluids MICROL PRESERVATIVE
2489 North Sheridan Way
Mississangt, Ontario CANADA LK LAR
Ingredient; Benzoic Acid
Guidehue Reference Number Guideline Study Name MRID Number i Submiter Statuz | Note
- Petro-Canada Ouwn MICROL-2004-03
Potro-Canada Qwn MICROL-2004-03
| Petro-Canada Own MICROL-2004-03
L Petro-Canada Own MICROL,-2004-03
Peiro-Canada Own MICROL-2004-{3
| Petro-Canada Own MICROL-2004-03
Pelro-Canada Own MICROL-2004-03
Petra-Canada Own MICROL-2004-03
Petro-Canada Cwn MICROL-2004-04
Pefro-Caads Cwn MICROL-2004-04
Pelrg-Canadn Own MICROL-2004-05
Petro-Canada Cwn MICROL-2004-06
nstare * e+ » Name and Title Daie
$~é}a&$&* P W oien s Elizabeth Anne Brown 1271442004

EPA Form §370-35 (0-97) Electronic and Paper versiots available, Submit only Paper versipn.

Public File Capy




Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
& 5 WASHINGTON, D.C. 20460
3
-

February 10, 2005
DFFICE ¢
PREVENTTON, PESTICIDES aAND
TOXNIC SUBSTANCES
CHEMREG INTERNATIONAL LL.C
PETRO-CANADA
1990 OLD BRIDGE ROAD, SUITE 201
LAKE RIDGE, VA 22191-2383

Report of Analysis for Compliance with PR Notice 80-5

Thank you for your submirtal of 09-FEB-05. Our staff has campleted a preliminary
analysis of the material. The results are provided as follows

Your submittal was found fo be in full compliance with the standards for sutimission of
data contained in PR Matice 86-5. A copy of your bibliograptty is enclosed, annotated with
Master Record 1D's (MRIDs) assigned to each docutient submitied. Please use these numbers in
all furure references to these documents. Thank you for your cooperation. If vou have any
questions concerning this data submission, please raise them with the cognizant Product Maaager,
10 whom the dara have been released.

147




-9

,Speciél Message:

United States Environmental Protection Agency

Washington, D.C, 20460
&2
§ ._ | .%
% N4 g Office of Prevention, Pesticides and Toxic Substances
%\49;, epﬁ Office of Pesticide Programs

Antimicrobial Divisien
FAX NUMBER(703) 308- 5’4—8 !
FACSIMILE REQUEST/COVER SHEET

{Please type or priat clearly in black ink only)

SEND FAX TO: ,

Name: - F I;z&é@% Rrow .

Office: Cl’l@%—_ Res

FAX Phone No. on Y442 O6LE

FROM:

Name: ‘ . ’rmm- Lag&z:

Division;’Branch: AD -

Office Phone No. ‘ 7Jo3 3ex. 64i35

Office Room No. ' -

Mail Code: 73I0 C. Date: &[I_’{/QS Time: 1S P

Number of pages (with this cover sheet): 5 |

Copy of  B6-S corplivees +

MEID  assignment8
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 5
WASHINGTON, D.C. 20480 vy

:_: ::. Deégx;ib_f::r:ES), ?.91’)4- _:
OFFICE OF
PREVENTHIN, PESTICHIS ANL
cee oo TOXIC SRS TANCES

PETRO-CANADA i s
1990 OLD BRIDGE ROAD, SUITE 208,, 3° } o
LAKE RIDGE, VA 22191-2383 o W ek

¥ el 402 cane

S " & 5

Report of Analysis for Compliance with PR Natice 86-5

Thank you for your submittal of 16-DEC-04. Qur staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your data subnuttal was found to be partially in compliance with the standards for
submissian of data contained in PR Notice 86-5, with the exceptions noted below. A copy of
vour transmittal bibliography is enclosed, annotated witlh the Master Record 1D's (MRIDs)
assigned 1o each dacument accepted, Please use these numbers in all Tuture references (o these
docunents,

If deliciencies were found which apply to individual accepted stiudies, they are listed below
follawing the applicable MRID. Any document which has been assigned a MRID has been
accepted under PR Notice 86-3. 1fany comments refated to a MRTD appear on this report, they
are provided for vour information and reference when preparing future submissions. Soine
individaal documents were not acceptable, and all copies are being returmed 1o you for correction
for the reasons indicated below,

These rejected stuchies bave been assigned separate identification numbers which are
annotated on both the enclosed bibliegraply and the rejected document fabels

The rejected studies and their deficiencies are described helow

Rejected Study |01 ]:
*  The presence of a Confidential Attachment caases a direct conflict with the No Claim
of Confidentiality statement. (See Confidential Auachment Page 23)
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464327.00

INTERNATIONAL, LLO

150G OLD BRIPGEJROAD. SLLTE 201
Laxg RIpbg, Virdihia 2kinz-2383

L R * " % B B
[ L L} J L] - - L]
DIRECT: 03-492-7905 E-Man.: brown@chemreg.com
MADy:  703-492-0445 ser se e WEB SITES: www.chemreg.com
Fax: 203-492-0668 s eoe E' : www.pesticide.net
- L] L]
et B L] L ]

ELIZABETH A. BROWN, Pi.D.

December 16, 2004

Document Processing Desk (APPL, REGFEE, NEWCO, COADR)
{18, Environmenial Protection Agency (7505C)

Office of Pesticide Programs

Room 266A, Crystal Mall 2

1807 South Bell Street

Arlington, VA 22202-4501

Ann: Velma Noble (PM 31}

Re:  Application for Registration of MICROL Preservative
Request for Company Number

Dear Velma:

On behall of our client, Perro-Canada, Specialty Products and Fluids (Petro-Canada),
enclosed please [ind an apphication for regstration of MICROL Preservative, which contains &
niew antimicrobial active ingredient.

This application has been previously discussed with the Ageney, including discussion on
June 5, 2003 {or the required approach and multiple discussions and communications during
February through May 2004,

This application is subject to PRIA. We believe, based on conversations with Mr, Dennis
Edwards, that this application 1s Fee Category A38, with the associated fee of $90,000. . Plcase
contact me directly at 703.492-7905 or brown@chemres, com if there any auestions regarding the
PRIA category. '

CONSULTANTS TO SUCCESS™

Over One Hundred and Fifty Years of Combined Experience Asgisting Chemical, Pestieide,
Bio-Chemical and Life Scienee Companies on 8 Wide Range of Issues, Including Regula 2
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Dem

and Seientific Matters,




INTURRATIONAL, LLC

Letter to V. Noble, December 163 %06dspaer’s o2

Enclosed with this app}ica?ioﬁ,'ﬁ!case'fm?f the i?:flowi'ng:

"hEe

.
»
- .
- » 0

1. EPA Form 8570-1 AR

2. EPA Form 8570-34, Ceﬂiﬁqaﬁ% watlt respect to citation of data

3. EPA Form 8570-33, Data matrix (Agency Use and Public File copies}

4. EPA Form 8570-4, Confidential Siatement of Formula

5. Aletier from Petro-Canada, requesting a new company number and assi gning
ChemReg International, L1.C, as their US apent

0. Five (8} copies of the proposed labeling

7. Transmittal bibliography

8. Three (3 copies of each submitred study)

if there are any questions or if anything further is needed, please do st hesitate 1o contact
me directly. Please keep me informed of the progress of this spplication.

Regards,

Unadetto i

. ._.’.-;, ot 2 {40 At e _/
Elizabeth Anne Brown

¢e; Perro-Uanada, Specialty Products and Fluids
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Peiro-Canada
Specialiy Pragduct and Fhads
2489 Biortl Sheyidan Way

Mississauga, émm:c L3 A8 CANADA

Regulatory sction in support of which this package is submitied
New Product Registration (New Antimicrobial Active Ingredient
{MICROL Praservative, no company number vet assigned})

aene
LT

Transmitial Date
December 16, 2004, 2604

Submitted Studies

e Administrative Materials
Docament 11 | Brown, E.A. Dee 14, 2004, MICROL Preservaiive. Produgt
" Reject (01} ldenuty, Composition, and Anslysis {Group A). Report No.
MICROL-2004-01, ChemReg International, LLC. 77
{ o . __pnges, Contains Bosivess Confidential Infornmation
! .
! Document 2; Brown, E.A. November 22, 2004, MICROL Preservative.
48432702 Phys_ical and Chemical Propertics ('(;‘rrmjlp 13} Report No.
MICROL-2004-02. ChemRey Interpational, LLC, 43
) pages.
Document 3 Brown, E.A. December &, 2004, MICROL Preservative.
: 46432703 - Toxicology. chc}f‘c Ne MICROL-2004-03. ChuinReg
_ b Internationsl, LLC. 235 pages. 3 ]
Documem 4 Brown, LA, Dec 2, 2004, MICROL Prescrvative.
: 48432704 ! Ecotoxicology. Report No. MICROL-2004-04, ChemRen
B ) : N . ternational, LLC. 52 pages.
{ Doonment S 46432705 Brown, A, Decomber 2, 2004, I\fi!CROL Preservotive,
! Request for Waivers - Beotxicolo; av. ChemReg
baternational, LLLC. 6 pages.
Document 6 Brown, B A. December 2, 2004, MICROL Preservative.
48432706 Request for Waivers - H}dm})a;s. ChenmiReg International,
» _ - LLC. dpages e ]
.'u‘ iodeod E‘L’z)\ﬂ 2wt
Company Official &‘/ 4 donnte -
Company Nanie: ChemReg liternational, LLC,, Authorized Agent for Buzz Gff Lasaef Shield
Company Contact: Elizabeth Anne Brown
Phone Number: TO3.492.7905
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SOy, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%i & WASHINGTON, D.C. 20460
%
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December 29, 2004
OFFICE OF
FREVENTION, PESTICIDES AND
TON SURBSTANCES

PETRO-CANADA
1990 OLD BRIDGE ROAD, SUITE 201
LAKE RIDGE, VA 22191-2383

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 16-DEC-04. Our staff lias completed a preliminary
analysis uf the material. The resulis are provided as follows:

Your data submittal was found to be partially in compliance with the standards tor
submisgsion of data contained in PR Notice 86-3, with the exceptions noted below, A copy of
vour transmitial bibliography 1s enclosed, anuotated with thie Master Record 1D's (MRIDs)
assigned to each document accepted. Please use tliese numbers in all future references 1o these
documents.

1f deficiencies were found which apply to individual accepied studies, they are listed below
followiug the applicable MRID. Any document wliich has been assigned a MRID las been
accepied under PR Notice 86-5. I any conuuents related to a MRID appear on this report, they
are provided for vour information and reference whien preparing fiture subtiissions., Somne
individual documents were not accepiable, and all copies are being returned to you for correction
for the reasons indicated below.

These rejected studies have been assigned separate idenfification numbers which are
annotated ou both the enclosed bibliography and the rejected document labels.

The rejected studies and their deficiencies are described below,

Rejected Study (01}
* The presence of a Confidential Attachment causes a direct conflics with the No Claim
of Confidentiality statement. (See Conlidential Attachment Page 23)
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484327-00

INTERNATIONAL, LLC

1960 0LD BRIDGE RoAan, SUITE 201
LAKE RIDCGE, VIRGINIA 221922383

DIRECT: 703-492-7905 E-Blage brown@ichemreg.com
MAIN:  703-402-0445 WEE STTES: www.chemreg.com
Fax: 703-492-0068 www.pesticide.net

BLIZABETH A. BROWN, PA.D.

Pecember 16, 2004

Document Processing Desk (APPL, REGFEE, NEWCQ, COADR)
U.S. Environmental Protection Agency (7505C)

Office of Pesticide Programs

Room 266A, Crystal Mall 2

1801 South Bell Street

Arlington, VA 22202-4501

Attn: Velma Noble (PM 31)

Re:  Application for Registration of MICROL Preservative
Request for Company Number

Dear Velma:

On behalf of our client, Petro-Canada, Specialty Products and Fluids (Pefro-Canada),
enclosed please find an application far registration of MICROL Preservative, which contains a
new antitnicrobial active ingredient.

This application has been previousky discussed with the Agency, including discussion on
June §, 2003 for the required approach snd nultiple discussions and communications during
February through May 2004,

This application is subject to PRIA. We helieve, based on conversations with Mr. Dennis
Fdwards, that this application is Fee Category A38, with the associated fec of $90,000. . Please
contact me directly at 703-492-7905 or hrownidichemreg.com if there any questions regarding the
PRIA category.

CONSULTANTS 70 SUCCESS™

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pesticide,
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regulatory
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study D1=<§T’7

and Scientific Matters.




INTERNATIONAL, Li.C

Letler to V. Noble, December 16, 2004, page 2

Enclosed with this application, please find the following:

1. EPA Form 8570-1
2. EPA Form 8570-34, Centification with respect to citation of data
3. EPA Form 8570-35, Data matrix {Agency Use and Public File copies)
4. EPA Form 8570-4, Confidential Stutement of Formula
5. A letler from Petro-Canada, requesting a new company number and assigning
ChemReg International, LLC, as their US agent
6. Five (5) copies of the proposed labeling
7. Transmittal bibliography
8. Three (3} copies of each submitted study)
. If there are any questions or if anything further is needed, please do not hesitate 1o contact

me directly. Please keep me informed of the progress of this application.

Regards,
ﬁx’fi-?ﬂa{'.&é/ s /éwéy%_ S
Elizabeth Anne Brown

ce: Petro-Canada, Specialty Products and Fluids
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TRANSMITTAL DOCUMENT

Submitter
Petro-Canada
Specialty Produet and Fluids
2489 North Sheridan Way
Misgsissauga, Ontario LSK TAS CANADA

Repulatory action in support of which this package is submitied
New Product Regisivation (New Antimicrobial Active Ingredient
{(MICROI. Preservative, no company number vet assigned}

Transmittal Date
December 16, 2004, 2004

Submitied Studies

! MRID |
| Administrative Materials
!
Document 1: ! jBruwn, E.A. Dec 14, 2004, MICROL Preservaiive, Product
|
i
1

Reject {01} Identity, Composbion, and Analysis {Group A). Report No.
MICROL-2004-01, ChemReg Intemational, LLC, 77
napes, Containg Business Confidential Information

: Brown, E.A. November 22, 2004, MICROL. Preservative,

: 46432707 Physical and Chemiical Properties (Group B). Report No,
l MICROL-2004-02. ChemReg Intemationat, 11.C. 43

i pages,

f Document 2:

| [
Decument 3: I Brawn, E.A. December 6, 2004, MICROL Preservative.
48432703 Toxicology. Report No. MICROL-2004-03. ChemReg
Internagonal, LLC. 225 puges.

{ Broway, E.A. Dec 2, 2004, MICROL Prescrvative,
48432704 Ecotoxicalogy, Report No. MICROL-2004-04, ChemRey
International, LLC. 32 pages.

46432705 JBm\m E.A. December 2, 2004, MICROL Prean‘amc
! Ru;ueai for \?\fam‘:r-; - Iicoluxgcaimy ChemReg

Document 4

Document 5

i Brown, EA, Dcccn‘:be{ 2, 2{}04, MICROL. Prescrvative.
48432708 ’ Request for Waivers - Hydrolysis. ChemReg International,
LLC. 4 pages

cument 6

|
|
|
|
|

?f&w.z rns Koneion

Company Official

Company Name: ChemReg niemasonal, LLC., Authorized Agent for an.f, CAT Insect Shield
Company Conlact: Ehzabeth Anne Brown
Phone Nwmnber: 703-492-7905
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Pearo-Canada
MICROL-2004-03, page |

Title

MICROL Preservative: Request for Waivers

Data Reguirements
OPPTS 850.2100 Avian acule toxicity

Anthor

E. AL Brown
ChemBReg Infernationad, LLC
1990 Old Bridge Road, Suite 20}
Lake Ridge, VA 20192

Sponsor

Petro-Canada
Specially Products and Fhaids
2489 North Sheridan Way
Mississauga, Ontario Canada L3 1A8

Stady Completion Daie

idecember 2, 2004

Report Number
MICROL-2604-03

Total pages: 6
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Petro~-Canada
MICROL-2104-85, page 2
Statement of Data Cenfidentiality Claim

No information is claimed confidential on the basis of its falling within the scope of FIFRA §
TO{EX 1X(AY, (B), or (C).

Company: Perro-Canada
Specialty Products and Fluids

Submitier Name: Elizabetly Anne Brown

ChonReg International, LLC
Authorized Agent for Petro-Canada

Signed: }.2’7 IR A

Date: _Becember 2, 2004
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Petro-Canada
MICROL-2004-03, page 2

Good Laboratery Practices Statement

The submitter of this study was neither the sponsor of this study nor conducted it, and does not know
whether it has been conducied in acvordance with 40 CFR Pari 160.

: 2
Auihqr_ Wy 7 5, : Date: Dec 2, 2004
Subrmitter: i _
Elizabeth Anne Brown
ChemBey Intemnational, LLC
»
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Petro-Canada
MICROL-2004-05, page d

OPPTS 8502180 Avian Acutc Toxicity

A from the requirement to conduct a study to delermine the acute toxicity of MICROL Preservative is
requesied. MICROL Preservative is 1009 USP grade benzoic acid, an extremely well-known direet
food additive and preservative. The proposed use is indoor, notfood, as an antimicrobial additive to
lubricating oils used in food pracessing equipment. While it and the very closely related sodium
benzonte have been extensively researched and are ubiquitous in nature, there are no kaown studies to
determine the acute oral foxicity of either compound to birds. However, there are adeguate bases for
determining that such a study can be walved without unrcasonable adverse effect.

Natural aceurrence of Benzoic Acid: {ag cited from WIIG 20003%

*Benzoic acid is produced by many plants as an intermediate i the formation of ather compounds
(Goodwin, 1976). High concentrations are found in certain berries. ... Benzoic acid has also been
detected in animais (see section 6.1). Benzoic acid therefore occurs naturally in many foods,
including mitk products (Sieber et al,, 1989, 19901,

“Generally, benzoic acid can ocour in alniost al! environmental compartments, Whether it exists in
the undissociated or dissociated form depends on the specific physicochemical conditions, Above pH
6, the benzoate anion prevails (Chipley, 1983).

*Benzoic acid occurs naturally in free and bound form in many plant and animal species, {118 a
comnmon metabolite in plants and orgimisms (Hegnauer, 1992}, Approciable amounts have been found
in gum benzoin (arovnd 20%) and most berries (around §.05%) (Rudavari et al., 1996). For example,
ripe fruits of several Faccinim species {e.g., cranberry, ¥, vitis idaea; bilberry, V. macrocarpon)
contain as much as 300-1300 mg free benzoic acid perkg fruit (Hegnauer, 1966). Benzoic acid 15 also
formed n apples aficr infection with the fungus Necwria galligena (Harborne, 1983) or in Pinms
thunbergii callus inoculated with a pathogenic pine wood nematode (Bursaphelenchns xylophilus)
(Zhang et al., 1997). Among animals, benzoic acid bas been identified primarily in ommivorous or
phytophageous speeics, ¢.g., in viseera and muscles of the plarmigan  (Lagopus runns) {Hegnauer,
1989} as well as in gland secretions of male wmuskoxey (Oviboy moscheus (Flood et al,, 1989) or
Asian bull elephauts (Ficphay maximus) (Rasmussen et al., 199().

“Qwing to its vccurrence In many organisms, benzoic acid 1s naturally present in foods (roview in
Sieber et al., 1989, 1990}, Some typical cxamples specifying reporicd ranges of means in selocted
foods have been compiled from Sieber et al. (1989) as follows:

Milk traces - 6 myky
Yoghurt 1240 mafkg
Cheese traces - 40 mefky
Frits {excluding Vaceinium speciss) traces ~ 14 nigikg
Potatoes, beans, cereals maces - 0.2 mp'ke
Soya flour, nuts 1.2-1t mp'ke

“Honeys from different floral sonrces (= T) were found to contain free benzoic acid at
concenirations of <10 mgke (= 5) and of <100 mgkg (n= 2) (Steeg & Moatag, 1987)."
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Patro-Canads
MICROL-2004-08, page 5

Acute toxicity of Benzoic Acid to Manunals and Relntion fo Birds

“After oral uptake, benzoic acid and sodinm benzoate are rapidiy absorbed from the gastrointestinal
tract and metabolized in the liver by conjugation with glycine, resulling in the formation of hippuric
acid, which is rapidly excreted via the urine. To a lesser extent, benzoatcs applied dennally can
penetrate through the skin, Owing to rapid metabolism and excretion, an accumulation of the
benzoates or their metaholites is not to be expected.” (WHO 2000)

“In the acid conditions of the stomach, the equilibrium moves to the undissociated benzoic acid
molecule, which should be absorbed rapidly. Benzoate from sodinm benzoate would change from the
ionized form to the undissociated benzoie acid molecule, As a resuit, the melabolism and systemic
effects of benzoie acid and sodivm benzoate can be evaluated together.” (WHO 2000)

WHO 1996 reports that birds mctabolize benzoic acid acid and sodivin benzoate in a similar manner
to man and other mammal, with rapid exrection primarily as hippuric acid.

The acute oral LD30 of benzoic acid to rats is 2000-2500 mg/kg bw (Ignat'ev (19635}, as cited in
WHO 1996). According to the RTECS Database for Benzoic acid {RTECS # DG0875000), the acute
orak L350 in rats is 1,700 my/ke bw (as eited by NHISIH, 2004).

“With oral LD, values (administration by gavage) of 3040 mig benzoic acid/kg body weight in rats
(Bio-Fax, 1973) and 1940-2263 mg benzoic acid/kg body weight in mice (McCormick, 1974 Abe et
al., 1984}, the acute toxicity of benzoie acid 1s fow. Clinical signs of intoxication (reported for rats
only) included diarrhosa, muscular weakness, (remnors, hypoactivity, and emaciation (Bio-Fax, 1973).
With orat LDy vaiues of 2100-4070 myg sodiun benzoate/kg body weight in rats, the acute toxicity of
sodium benzoate is simlar to that of benzoic acid, as are the symptoms (Smiyth & Carpenter, 1948;
Deuel et al., 1954; Baver AG, 16771 (as eited in WHO 2000),

With similar metabohsin 1o mammals, and with the known low toxicity of bengoic acid to mananals,
there is 110 reason to alticipate that this compound would be more toxic to birds. In fact, benzoic seid
often is added as a preservative to poullry feed at levels not exceeding 6.1%. The acute toxicily to
birds is expected to be similar to that in mammals, or approximately at the limit dose required in
(OPPTS §70.2100.

Ceonclusion

On the basis of the above, it can be reliably concluded that benzoic acid will be of a low order of
acute toXicity to avian species. Birds such as would be used in conducting a study (either Northern
hobwhite, Colins virginlanns (1.}, or mallard, dnas platrrinnches 1..) are exposed to high
environnental fevels of benzoic acid, with no known adverse effects ever having heen reported.
Benzoic acid can be considered to present little hazard to avian species from the proposed use of
MICROL Preservative.
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Petro-Canada
MICRGL-2004-03, page 6

References: {full reports are included in Petro-Canada Report MICROL-2084-03}

WORLD HEALTH QRGANIZATION. 2000. CONCISE INTERNATIONAL CHEMICAL
ASSESSMUNT DOCUMENT NO. 26, ENZOIC ACID AND SODIUM BENZOATE

WORLD HEALTH ORGANIZATION. 1996, BENZYL ACETATE, BENZYL ALCQHOL.,
BENZALDEHYDE, AND BENZOIC ACID AND ITS SALTS. TOXICOLOGICAL
EVALUATION OF CERTAIN FOOD ADDITIVES. Prepared by the 46" meeting of the Joint
FAOWHO Expert Committee on Food Additives {JEFCA). WIIO Food Additives Series 37

NIOSH. 2004. RTECS Database for Benzoic Acid
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Patro-Canada
MICROL-2004-03, page 2

Statememnt of Data Confidentiality Claim

No information is claimed confidential on the basis of g falling within the scope o FIFRA §
100dX(13A), (B, or (Ch.

Company: Petro-Canada
Specialty Products and Fluids

Submitter Name: Elizabeth Anne Brown
ChemReg Internatioual, 1.1.C
Authorized Agent for Petro-Canada

Signed: ?%M/ s s osirn

Date: December 2, 2004




Petro-Canada
MICROL-2844-08, puge 3
Good Laboratory Practices Statement

The submitter of this study was neither the sponsor of this study nor comlucted it, and does not know
whcther it has been conducied in accordance with 40 CFR Part 160).

Author oy, 7 o , Prate: [rec 2, 2004
Submilten: ?27

Elizabeth Anne Brown
ChemReg Internations], LLC
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Petro-Canaida
MICROL-2064-03, page 4

OPPTS.830.2100 Avian Acute Toxicity

A from the requirenient 1o conduct a study to determine the acute toxicity of MICROL Preservative is
requested. MICROL Preservative is 100% USP grade benzoic acid, an extremely weli-known direct
food additive and preservitive. The propused use is indoor, nonfood, us an antimicrobial additive to
tubricating oils used in food processing equipment. While it and the very closcly related sodium
benzoate have been extensively researched and are ubiquitous in nature, there are no known studies to
determine the acuic oral toxicity of ¢ither compound to birds, However, there are adequate bases {or
determining that such a study can be waived withont unreasonahle adverse effect.

Natural vccurrence of Benzoic Acid: (s eited froum WHO 2000)

“Benzoie acid is produced by muny plants as an intermediate in the formation of other compounds
{Goodwin, 1976). High concentrations are found in certain herries, ... Benzoie acid has also been
detected in animals {see section 6.1). Benzoic acid therefore occurs naturally in mgmy foods,
inchiding milk produets {Sieber et al., 1989, 19903."

“Generally, benzoi¢ acid can occur in almost all environmental compartments. Whether it exists in
the undissociated or dissociaied form depends on the specific physicochemical conditions, Above pH
a, the benzoaie anion prevatts {Chipley, 19837

“Renzoic acid occurs naturalty m free and bound form in many plant and animal species. 1tis a
common metabolite in plants and organisms (1 legnauer, 1992). Appreciable amounts have been found
in gum benzoin {around 20%) and most berries {around 0.05%) (Budavari et al., 1896). For example,
ripe frults of several Vacciniian species (e.g., cranberry, V. vifs idaea; bilberry, V. macrocarpony
contuin as much as 300-1300 myg free henzoic acid per kg fruit (Hegnauer, 1966). Benzoic acid is also
formed in apples afier infection with the fungus Necwio gafligena (Harborng, 1983) or in Pinns
thunbergii callus inoculated with a pathogenic pine wood nemaiode (Bursaphelenchuy xyvlophitss}
(Zhang et al., 1997). Among animals, benzoic acid has been identified primsarily in onmivorous or
phylophageons species, e.g., in viscera and muscles of the ptarmigan (Lagopnys mufis) (Hegnauer,
1989} as well as in gland sceretions of male muskoxen (Ovibos moschatus) {Flood et al., 1989 or
Asian bull elephants (Efephas maximus) (Rasmussen @ al., 1960)."

“Dwing lo 11§ oceurrence in many organisms, benzeic acid ts naturally presem in foods (review i
Sicher et al., 1989, 199G). Some typical cxamples specifying reportad ranges of means i selected
foods have beeu compiled from Sieher et ol {1989) as follows:

Milk traces - & nmiglkg
Yoghurt 12406 my'ke
Cheese traces - 40 mg'kg
Fruits {exeluding Fraeciniuns specics) traces - 14 ingikg
Potatoes, beans, cercals traces - 0.2 mgfky
Sova flour, nuts 1.2-11 myke

“Honeys from different floral sourees (1= 7) were fnd to contain free benzoic acad ar
concentrations of <10 mgikg = 3) and of <100 mykg = 2) (Steeg & Montag, 1987)."
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Pelro-Cunada
MICROL-2003-03, pege 5

Acute toxicity of Benzoic Acid to Mammals and Relation to Birds

“Afier oral uptake, benzoic acid and sodiu benzoate are rapidly absorbed from the gastrointestinal
tract and metabolized 1 the Hver by conjugation with glycine, resulling ixt the formation of hippuric
acid, whicli is rapidly excreted via the urine, To a lesser extent, benzoates applied dermally can
peneirate through the skin, Owing (o rapid metaliolism and excretion, an accumulation of the
benzoates or their metabolites is not (o be expected.” (WHO 2000)

“In the acid conditions of the stomacly, the equilibrivim moves 1o the undissociated benzoic acid
molceule, which should be absorbed rapidly. Benzoate from sodium benzoate would change front the
ionized form 1o the undissociated benzoic acid molecule. As a result, the metabolisin and systentic
effects of beizoic acid and sodium benzoate can be ¢valuated together.” {WHO 2000)

WHO 1996 reports that birds metabolize benzoic acid acid and sodium benzoate in & similar manner
to man and otlier maminal, with rapid exrection privuarily as hippuric acid.

The acute oral LII30 of benzoic seid 1o rats is 2000-2300 mg/kg bw (Ignat'ev (1963), as cited in
WO 1996). According to the RTECS Database for Benzoic acid (RTTECS # DGU875000), the acute
oral LD30 in rats 15 1,700 mp/ky bw (as cited by NIOSH, 2004),

“With oral LDy valuss {adiinistration by gavage) of 3040 mg benzoic acidikg body weigltt in rats
{Bio-Fax, {973) and 1940-2263 my benzoic acid'kg body weigln in mice (McCormick, 1974; Abe el
al., 1984), the acute toxicity of benzoic acid is low. Clinical signs of intoxication {reported for rats
only) included diarthoea, muscular weakness, treniors, hvpoactivitly, and entaciation (Bio-Fax, 1973)
With oral LDg; values of 2100-4070 mg sodium benzoate/kg body weight in rats, the acnte toxicity of
sodium benzoate is similar fo that of benzoic acid, as are the symptoms (Smyth & Carpenter, 194%;
Deuel et al., 1934; Baver AG. 1977)." (as cited inp WHO 2000).

With similar metabolism fo mamnals, and with the kuown low toxicity of benzoic acid to mammals,
thiere is no reason to anticipate that this coipound would be more toxic to birds. Tit fact, benzoic acid
often is added as a preservative to poultry feed at levels uot exceeding 0.1%. The acute toxicity to
birds is expected 1o be similar to that in mamrmals, or approximately at the lmit dose required in
OPPTS 870.2100.

Cenclusion

Omn the basis of the above, it can be reliably conctuded that benzoic acid will be of a low order of
acute 1oxicity to avian species. Birds such as would be nsed in conducting a study (either Northern
bobwhite, Colinas virginianues (L.), or mallard, Anas platyrhvnchos 1) are exposed to high
enviropmerttal levels of benzoic acid, with no known adverse effects ever having been reported.
Benzoie acid can be considered to presem little hazard to avian species froin the proposed use of
MICROL Prescrvative,
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Petro-Canada
MICROL-2004-03, pape 6

References: {(full reports are included in Petro-Canada Report MICROL-2004-03)

WORLD HEALTH ORGANIZATION, 2000. CONCISE INTERNATIONAL CHEMICAL
ASSESSMENT DOCUMENT NQ. 26. ENZOIC ACID AND SODIUM BENZOATE

WORLD HEALTH ORGANIZATION. 1996. BENZYL ACETATE, BENZYL ALCONOL,
BENZALDEHYDE, AND BENZOIC ACID AND ITS SALTS. TOXICOLOGICAL
EVALUATION OF CERTAIN FOOD ADDITIVES. Prepared by the 46" mecting of the Joint
FAQ/WHO Expert Commiitice on Food Additives (JEFCA), WHO Food Additives Serjes 37

NIOSH. 2004, RTECS Database for Benzoic Acid
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Petro-Canady
MICROL-2004-05, page 2

Statement of Data Confidentinlity Claim

No information is claimed confidential on the basis of its falling within 1he scope of FIFRA §
LO{dH 1) A), {B), or ().

Conmpany: Petro-Canada
Specialty Products and Fluds

Submitter Name: Elizabeth Anne Brown
ChemReg International, LLC
Authorized Agent for Petro-Canada

Siganed: s peuks inns AP

Date: _December 2, 2004
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Petro-Canady
MICRGL-2004-05, page 3

Geod Laboratery Practices Siatement

‘The submilter of this study was neither the sponsor of this study nor conducted &, and does not know
whether if has beent conducted in accordance with 40 CFR Part 160.

Auther W, : Dae: Dec 2, 2004
b doeved o (Tx st REA DL *
Submilter; i - “

Eiizabeth Anne Brown

ChemReg nternational, LLC
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Petro-Canada
MICROL-20D4-D3, page 4

OPPTS 850.2100 Avian Acute Foxicity

A from the requirement to conduct a study to delermine the acute toxicity of MICROL. Prescrvative is
requested. MICROL Preservative is 110% USP grade benzote acid, an extremely well-known direct
food additive and prescrvative. The proposed use is indoor, noifood, as an antimicrobial additive to
lubricating oils used in food processing equipiment. While it and the very closely related solium
henzoate have been exteusively researched and are ubiquitous in nature, there are no known studies to
determine the acute oral woxicity of either compound o birds. However, there are adequate bases for
determining that such a study can be waived without unressonable adverse ¢ffect.

Natural occurrence of Benzoic Acid: { ‘as cited from WHO 200()

“Benzoic acid is produced by many plants as an intermediatc in the formation of other compounds
(Goodwin, 1976}, High concentrations are found i certain berries... .. Benzoic acid has also been
detected in animals (See section 6.1). Benzoic acid therefore occurs naturally in inany foods,
including milk products (Sicher et al,, 1989, 1990).”

“Generally, henzoic acid can oceur in almnst all enviromnental campartments. Whetlier it exists in
the undissociated or dissociated form depends on the specific physicochemical comlitions. Above pH
6, the benzoale anion prevails {Chipley, 1983).”

“Benzoic aeid oceurs naturally in free and bound form in nany plant and animal species. ftisa
copmon metabolite in plants and organisms (Hegnauer, 1992). Appreciable amounts have been found
in gum benzoin (around 20%;} aud most herries {around 0.013%) (Budavan et al., 1996). For exaniple,
ripe fruits of several Faceinium speeics (c.g., cranberry, F. vitis idaea; bilberry, V. macroearpon)
contain as much as 3001300 ma free benzoic acid per kg fruit (Hegnauer, 1966). Benzoic acid i3 also
formed in appies after infection with the fangus Neorria gafligena (Harborme, 1983) orin  Pinas
thunbergii callus inocnlated with a patbogenic pive wood nematude (Bursapheienchas xylophifus)
{Zhang et al,, 1997} Among animals, benzoie acid bas been idemified primarily in omitiverous or
phytophageous species, e.g., in viscera and mnscles of the plarmigan (Lagapus meius) (Hegnaver,
1989} as well as in gland secretions ol male muskoxen (Ovibos mascharusi (Flood et al., 1989} or
Asian bull elephants (Efephas maximees) (Rasmussen et 1l (9903

“(wing to ils occurrence in many organisms, enzoie acid is naturaily presemt in foods (review in
Sieber ¢t al., 1989, 1990). Some typical exaples speeifying reported ranges of means in selected
foods have been compiled from Sisber et al. (19589} as follows:

Milk traces ~ 6 mg'kg
Yoghurt 1240 mpikg
Cheese traces - 40 mpiky
Fruits exeluding Faceinium species) traces - 14 nglkg
Potatoes, beans, cercals iraces - 0.2 mg'kyg
Soya {lour, nuts 1.2-11 ngrkg

“Honeys from differcnt floral sources v = 73 were found 1o comtain free benzoic acid at
concentrations of <H) mg/kp (n = 5} and of <100 mg'kg /v = 2) (Steeg & Monmayg, 1987)."
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Pewro-Canada
MICROL-2004-413, page 3

Agute texicity of Benzoic Acid 1o Mammals and Relation to Birds

“Alter oral uptake, benzoic acid and sodium benzeate are rapidly absorbed from the gasirointestinal
tract and mctabolized in the liver by conjugation with glycine, resuliing in the formation of hippuric
acid, which is rapidly excreted via the urine, To a lesser extein, benzoates applied dermally can
penetrate through the skin. Owing to rapid metabolism and excretion, an accunuilation of the
benzoates or their metabolites is not to be expected,”™ (WHO 2000)

“In the acid conditions of the stomach, the equilibrinm moves to the undissocialed benzoic acid
molecule, which should be absorbed rapidly. Benzoate from sodium benzoate would change from the
ionized form to the undissociated benzoic acid melecule, As a result, the metabolism and systemie
cffeets of benzoic acid and sodium benzoate can be evaluated 1ogether.” (WHO 2000)

WHO 1996 reports that birds metabolize benzoic acid acid and sodivum henzoate in s similar manper
to man and otlier mammal, with rapid exreciion primarily as hippuric acid,

The acute oral 1.D58 of benzoie acid to rats 15 2000-2300 mg/ke bw (kgnarev (1963}, as cited in
WHO 1996), According to the RTECS Dawsbase for Benzoic acid (RTECS # DGG875000), 1he acute
oral LDA0 in rats is 1,700 mp/ke bw (as cited by NIOSI, 2004).

“With oral LDy valucs (administration by gavage) of 3040 mg benzoic acid/kg body weight in rats
(Bin-Fax, 1973) and 1940-2263 niy benzoic acid/kg body weight in mice (McCormick, 1974; Abc et
al., 1984}, 1he acute toxicity of benzoie acid is low. Clinical signs of intoxication (reported for rats
only) incladed diarrhoes, muscular weskness, tremors, hypoactivity, and emaciation {(Bio-Fax, 1973}
With oral LD, vatues of 2100-4070 my sodium benzoealeskg body weight i rats, the acute toxicity of
sodiurm benzoate is similar to that of benzoic acid, as are the symptoms {Smyth & Carmenter, 1948;
Deuel et al., 1954; Bayer AG, 1977).7 (as cited in WO 2000},

With sirnilar metabolism to manumals, and with tha known low toxicity of benzoie acid to mammals,
there is no reason 10 anticipate that 1his compound would be more toxic to birds, In fact, beyzoic acid
often is added as a preservative to poultry feed al levels nol exceeding 0.1%. The acute toxicity to
birds is expected to be similar 10 that in maninals, or approximely a1 the limit dose required in
OPPTS §70.2100,

Conclusion

On the basis of the above, it can be reliably concluded Husl benzoie acid will be of a low order of
acute 1oxicity to avian species. Birds such as would be used in conducting a study (either Northern
bobwhite, Colinny virginianns (L.), or mallard. Anas plasyriivechos L.) are exposed 10 high
environsnental levels of benzoic acid, with no known adverse effects ever having been reporte.
Benzoic acid can be considered 10 present littke hazard 10 avian species froni the proposed use of
MICROL Preservalive.
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Petro-Canads
MICROL-2064-05, page 6

References: (full reponts are incladed in Petfom(?anada Report MICROL-2004-03)

WORLD HEALTH ORGANIZATION, 2000, CONCISE INTERNATIONAL CHEMICAL
ASSESSMENT DOCUMENT NO, 26. ENZOIC ACID AND SODIUM BENZOATE

WORLD HEALTH ORGANIZATION, 1996, BENZYL ACETATE, BENZYL ALCOHOL,
BENZALDEHYDE, AND BENZOKC ACID AND ITS SALTS. TOXICOLOGICAL
EVALUATION OF CERTAIN FOOD ADDITIVES, Preparcd by the 46 meeting of the Joint
FAQ/WHO Expen Committee on Food Additives (JEFCA). WHO Food Additives Series 37

NIOSH. 2004, RTECS Database for Benzoic Acid
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Petro-Canada
MICROL 2043, page §

Title

MICROL Preservative: Request for Waivers

Data Requirements
OPPTS $35.2120 - Hydrolysis

Auther

L. A, Brown
ChemReg International, LI.C
1990 Old Bridge Road, Suite 201
Lake Ridge, VA 20192

Sponsor

Petro-Canada
Specialty Products and Fhuids
2489 North Sheridan Way
Mississauga, Ontarjo Canada L3K TAS

Study Completion Date

December 2, 2004

Report Number
MICROL-2004.06

Total pages: 4
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Petro-Canada
MICKOL- 200006, page 2

Statement of Data Confidentiality Claim

No infermation is claimed confidential on the basis of its falling within (he scope of FIFRA §
LO(dI(INUA), (B), or (C).

Company: Petro-Canada
Specially Praducts and Fluids

Submitter Name: Elizabeth Aane Brown
ChemReg Inrernationat, L1.C
Authorized Agent for Petre-Canada

Signed: &;’:m&x Fwrs Kornotired

Date: _December 2, 2004
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Petre-Canuda
MIIECROL-2004-00, page 3

Good Laboratory Practices Statement

The submitter of this study was neither the sponsor of this study nor conducted it, and daes not know
whether it has been conducted in accordance with 40 CFR Part 160,

Author ¥, f Bnns. Kne s Date: Dec 2, 2004

Submnter:

Elizabeth Anne Brown
ChemBReg International, LLC
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Pero-Canada
MICROL-2084-06, page 4

A waiver from the requirement 10 conduct a study by fulfill OPFTS 835.2120 (EPA Guideline 161-1)
is requested on the basis that the active ingredient s a well-known chomical that is not subject to
hydrotysis

The active ingredient in MICROL Preservative is Benzoic Acid {CAS 65-85.0), with the following
stnueture:

Renzoic acid is & well-known carboxvlic acid, with a pKa of 4.79. 11 1s expected to be suble to
hydrolysis at pH in the ranzes of 5-9, based on its chemical structure and based on known hydrelytic
mechanisis.

Reference:

Lyman, W.I, W, ¥ Rechl, D.11, Rosenblatt. 1950, Handbook of chemical property estimaltion
methods. Frnvirommental behavior of organic compounds. American Chemieal Society, Washington,
DC. (Chapter 71




Petro-Canada
MICROL-2(04-06, page |

Title

—

MICROL Preservative: Request for Waivers

Data Requirements
QPPTS 835.2120 - Hydrolysis

Author

E. A. Brown
ChemReg Internafional, L1.C
1990 Oid Bridge Road, Suite 201
Lake Ridge, VA 20192

Sponsor

Petro-Canada
Specialty Products and Fluids
2489 North Sheridan Way
Mississauga, Ontario Canada LSK 1ASB

Study Completion Date

December 2, 2004

Report Number

MICRGE-2004-06

Total pages: 4
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Petro-Canaty
MICROL-2004-086, page 2
Statement of Data Confidentiality Claim

No information is claimed confidential on the basis of its falling within the scope of FIFRA §
10(dX1)(A), (B), or (C).

Company: Peiro-Canada
Specialty Products and Fluids

Submitter Name: Flizabeth Anne Brown

ChemReg International, LLC
Authorized Agent for Petro-Canada

Signed: &7 Frnr sstirrs

Date: Diccember 2, 2004




Patre-Carmada
MICROL-2004-(0, page 3

Guood Laboratory Practices Statement

‘The submiiter of ihis study was neiiher the sponsor of this study nor conducted it, and does nol konow
whether i1 has been conducted in accordance with 40 CFR Part 160.

Author ?-27 etk s ETn s B g i’ BPate: Dec 2, 2004

Submitter:

Elizabeth Anne Brown
ChemReg Intemaional, LLC
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Pelro-Cunada
MICROL-2004-06, page 3

A waiver from the requirement to conduct a study to fulfill OPPTS 8352120 (EPA Guideline 161-1)
is requested on the basis that the active ingredient is & weil-known chemical that is not subject to
hydrolysis

The active ingredient in MICROL Preservative is Benzoic Acid (CAS 63-85-0), with the following
structure,

HO \«:’5“0

=
Ny

Benzoie acid is & well-kntown carboxylic acid, with a pKa of 4.19. It is expected to be stable 1o
Itydrolysis at pH in the ranges of 5-9, based on its chemical siructure and based on known hydrelytic
mechanisms.

Reference:

Lyman, W.l., W. F. Reehl, D.H. Rosenblatt. 1990, Handbook of chemical property estimation
methods. Environmental behavior of organic compounds. American Chemical Society, Washington,
DC. {Chapter 7).
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Title

MICROL Prescrvative: Request for Waivers

Data Regunirements

OPPTS 8352120 - Hydrolysis

Author

E. A. Brown
ChemReg Tnternational, LLC
1990 Old Bridge Road, Sulie 201
Luke Ridge, VA 20192

Sponseor

Petro-Canada
Specialty Products and Fluids
2489 North Sheridan Way
Mississauga, Ontario Canada LSK 1AS

Stady Completion Date

December 2, 2004

Report Number
MICROL-2004-06

Total pages: 4

Petr-Canoda
MICRQL-2004-06, page 1
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Petro-Canadla
MICROL-2004-06, page 2
Statement of Data Confidentiality Claim

No information is claimed confidential on the basis of its falling within the scope of FIFRA §
10(d(AXA), (B), or (C).

Company: Petro-Canada
Specialty Products and Fluids

Submiitter Name: Elizabeth Anne Brown

ChemReg Internaiional, LLC
Authorized Agent for Petro-Canada

Signed: mﬁm.‘m Yn oz
7 e

Date: December 2, 2004
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Petre-Canada
MICROL-2604-06, page 3

Good Laboratory Practices Statement

The submitter of this study was neither the sponsor of this study nor conducted it, and does not know
whether it has been conducied in accordance with 40 CFR Part 160,

Author 5".’&7 S tinst Ksiin Dae: Dec 2, 2004

Submitter;
Elizabellh Ame Brown
ChemReg International, LLC
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} Petro-Canada
: MICROL-2004-06, poge 4

A waiver from the requirement to conduct a study to fufﬁil OPPTS 835.2120 (EPA Guidcline 161-1)
is requested on the basis that the active ingredient 2 a wi.li +4nown chemical that is not subject to
hydrolysis :

i
b

The active ingredient in MICROL Preservative is Bt,nmgc Acid {CAS 65-85-0}, with the following
strocture:

HO

Benzojc acid is a well-known carboxylic acid, with a pKa of 4.19. H is expected to be stahle to
lyydrolysis at pH in the ranges of 5-9, based on its clu:nucxﬂ structure and based on known hydrolytic
mechanisms.

Reference:

Lyman, W.J, W, F. Reehl, D.H, Rosenblatt. 1990, 1landbnuk of chemical property estimation
methods. Environmental bchm 1or of organic compo und% American Chemical Sociely, Washington,
DC. (Chapler 7} !
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e -"*?4»% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
! Ex WASHINGTON, D.C. 20460

F
s
-~

ﬁhiﬁﬁ;ﬂ&»
"y AgE

N

¢ mrnd®
December 200 2004
GFFECF OF
FREVER IO, PESTICTDES AND

TOXI SUBSTANCES
PLEASLE RETURN A COPY OF THIS LETTER WITH PAYMENT

OPP Decision Ninmber:  [3-352089

EPA File Symbol or Registration Number: 82076-R
Preduct Name: MICROL PRESERVATIVE

EPA Receipt Date: [6-Dec-2004

EPA Company Number: 82076

Company Name: PETRO-CANADA

ELIZABETH ANNE BROWN
CHEMREG INTERNATIONAL LLC
PETRO-CANADA
1990 OLD BRIDGE ROAD, SUI'TE 20]
LAKE RIDGE, YA 22191-2383

SUBIJECT: Reeeipt of Registration Application Subiect to Registration Service Fee
Dear Registrant:

The GiTice af Pesticide Programs has reccived yvour application for registration. I vou
submitted data with this application. the results of the PRN-86-5 sereen wili be communicaled
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is sibject to a Pesticide Registration Serviee Fee as defined in the Pesticide
Registration Improvemeant Act,

The Action has been identilied as Action Cade: A58

NEW ALFOOD USE:WITH EXEMPTION;

Picase romil pavmen! in the amennt oft S 90008 1o

By USPS:
LISEPA Washingtan Finance Center
Pesticide Registration Service Fee
PO Box 360277

Pittsburgh, PA 15251
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By Couricy:

LS. EPA Washington Finance Center
Pesticide Registrmion Service Fee
C/0 Mellon Chent Service Conter
500 Ross Streel, Room 676

Bax 360277

Pitigburgh, PA 15231-6277

Atin: EPA Module Supervisor
Telephune: (412) 236-2294

All pavments must be in United States currency by chieck, bank draft, or money order
drawn 10 the order of the Environmental Protection Agency. To ensure proper credit, please
write the QPP DECISION NUMBER on yoirr cheek, and enclose a copy of this leteer with your
payment.

You may be eligible for a full or partial waiver of the registration service fee if, for example,
you qualily as a small business or arc applying for a minor use, or if your application is solcly
associated with an IR-4 1olerance petition. Please be advised that if you intend to request a
waiver, you must do so in writing within 135 days of reeeipt of this invoice insicad of remilling
the amount indicated above. OFPP will not consider warver requests sfler the registration service
fee has been paid. Informalion regarding chigibility and how th request and document a fee
walver is available on the OPP Fee for Service web site at www.epa.govipesticides/lees.

I{ you have any questions, please contact the Pesticide Registration Service Tee
Ombudsman at {703} 308-6432.

Sincerely,

Fronl End cxsirtd Stafl
Information Resources and Services Division
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g 464641-00

INTERNATIONAL, LIC

1ag0 QLY BR1DGE ROAD, SUTTE 201
Lake RaDar, VIignInry 221e2-2383

brrecr: 703-492-7905 T-Mar: brown@chemreg.com
Mams:  703-492-0445 WED BITLS: www.chemreg.com
Fax: TO3-402-0668 www. pesticidenet

ELIZABETH A, BROWN, Pa.D,

Deeernber 10, 2004

Document Processing Desk (APPL, REGFEE, NEWCO, COADR}
118, Environmentsl Protection Agency {(75050)
. Office of Pesticide Programs
Room 2664, Crystal Mzall 2
1801 South Bell Stres
Atlngton, VA 22202-4301

Attn Velma Noble (PM 31)

Re: Applicafion for Registration of MICROL Preservative
Reguest for Company Number

Prear Velma:

On behall of vur cliem, Peire-Canada, Spocially Producis and Flnds (Petro-Canada),
. enclosed please find ap apphication for regarration of MICROL Treservative, wineh copiaing &
new anhrmorobial aetive ngredient,

Tius application has been previousty discusted with {he Agency, mchading discussion on
Tuae 5, 2003 for the required zpproach and mltiple dhiscusdons and commmnications during
Febroary through May 2004

x

Thas application 1s sublect 1o PRIA. We believe, based on conversations with Mr, Deaais
Edwards, that this appheation is Fee Calepory A3S, with the ascomated foe of $90,000, | Please
conlact me direct)y 4t 703-492- 7803 or browafichemrer g, if there any quesiions regardmg ihe
PRIA catepory.

CONSULTANTS TO SUCCESS™

Over Onc Hundred and Fifty Years of Combined Experence Assisting Chemical, Pesticide,
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including chtﬂa}r ;
Strategies, Registration, Data Support and Compensation, (Quality Assurance, Stady De: iQ:Z

and Scientific Mattera.




Enclosed with fiis application, please find the followimng:

T. EPA Form 8370-1

2. EPA Form 8570-34, Certification w ik respect 1o citation of dats

3. EPA Forn 8570-35, Date matrix (Agency Use and Public File copies)

4. EPA Form 85704, Confidential Statement of Formula

5. Aletter from Pelro-Canada, reguesting a new company number and assigning
ChemReg International, LIC, as their US ageat

6. Five {5) copies of the proposed labeling

7. Transmutal bibliography

8. Three (3) copies of each submined study)
If there are any questions or if anything further 18 needed, plesse do not hesitate 10 contacy

me directly. Please keep me informed of the progress of s znplication.

Regards,

W g - |
{ /fi»;e; adt il s ﬁ:,/ e /;éf, s
Elizabeth Anne Brown

ce: Petro-Canada, Speaialyy Products and Flnds

193




TRAMSMITTAL DOCUMENT

Submitter
Petro-Canuds
Specidt Produst and Fluids
2489 Morth Saesidan Way
Missigsanga, Ontzio LK TAS CANAD A

Reeulatory aetion in suppart of which this nackaze is submited

New Produe! Reuisirations (New Antimicrobnal Active Ingredient
{MICROL Preservative, no company mimber yel asngned)

Trausmiital Date
Diecember 16, 2004, 2604

' Submitted Studies }
e ‘ ,
| MR e _ ‘
i i i
g_::“ ! i_Administrative Matenaly

1
i . _ . \
iDocm,_m, - | Brown, E.& Dec 14, 2004, MICROL Preservative, Product |
i 48464101 ' } Identity, Compositioz. and Anziysis (Group A}, R*"}}OHN 1
é | | MICROL-2004-01. ChomReg Intermationsl, LLC. 7 ;
% ] i pages Coptains Business Confidential Information !
o ——— Suie cealdl !

! i § . - ' ;
{Daf’!*m& 2 :Bro“méii..ﬁ\.. November 22, 2004, MICROL Presesvative. E
:: : 464327072 i PI},}(%]CC:‘ and Chﬁfﬂ' L&t P: O ariics {Grﬂhi} Bj R&I}QI’: No. i
i E ‘1 MICROL-2004-02 ChemRey Intormationz!, LI.C. 43 !
: §
| T |___pages o ?
1 e o—— ! LN R S
| Docwnent 37 | ' Brown, E.4. Deceniber §, 2004, MICROL Preservenyve. %
| ;' 48432703 . Tomcology, Report No, MICROL-2004-03. ChemBleg 1
b ) Ttomationsl 1AC Speves
; s i ; t
! Document 4 § Brown EA, Dec 2, 2008, MICROL Freservative, ;
t ] 46432704 P Beostoxinalogy Fc"y t?\‘c} MICRDL-2DU4-04, ChemRog
e _1_ Itewmcional [LIC S2peges -
! o Y .. : - : R
| Document 5 46432705 J Brown, 4. ;%Ct'm“ft"‘ 3 o005 IB%ICROL Pronervative. :
! : f . Request for Waivers — beotondzoiogy. |
4 b pteroavional, LTC Gpepes ﬂ_______r____wﬂ__g

1'

E Brow, EA. Dezember 2, 2004, MICROL Preservative.

]

: |

46432708 i Reguest for Waivers ~ Hydrolyvais, ChemBeg Internationzl, |
!

~ % LIC. dpapes

Company Officin
Company Name:
Company Contsch

Phone Number:

%MJ S L ’;'f:f;&.&;.a}?-/

ChewmReg loternational, LLC., Auvthorized Agent for Buzy C# Insect Shield

Elizabetit Anne Brown
TURAB2.TO0S

194




INTERNATIONAL, LLC

1990 OLB BRIDGE ROAD, SUI1TE 201

LAKE RIDGE, VIRGINIA 22102-24383
DHRECT: 703-492-7905 E-Mai.: brovwn@chemreg.com ,,57}/
Marn:  703-492-0445 WER S1PESt www.cheinreg.com :
Fay: 703-492-0068 www . pesticide.nct,

ELIZABETHH A, BROWN, Pu.D.

December 16, 2004

Document Processing Desk (APPL, REGFEE, NEWCO, COADR)
U.8. Environmental Protection Agency (75050}

Office of Pesticide Programs

Room 266A, Crystal Mall 2

1801 South Bell Street

Arlington, VA 22202-4501

Atin:  Velma Nable (PM 31}

Re:  Application for Registration of MICROL Preservative
Reguest for Company Number

Dear Velma:

On behalf of aur client, Petro-Canada, Specialty Products and Fluids (Petro
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-(Canada),

enclosed please find an application for registration of MICROL Preservative, whi.c? contains a

new antimicrobial active ingredient.

This application has been previously discussed with the Agency. including 4

Hiscussion on

June 5, 2003 for the required approach and multiple discussions and cammunicatians during

February througl May 2004,

This application is subject to PRIA. We hebieve, based on conversations w
Bdwards, that this application ix Fec Category A3R, with the associated foe of $90,
contact me directly at 703-492-79035 br browndechemreg.com if there any guestion
PRIA cutegory.

th Mr. Dennis
0. . Please
s regarding the

CONSULTANTS FO SUCCESS™
Over Oue Hundred and Fifty Years of Combined Experience Assisting Chemid

al, Pesticide,

Bie-Chemiecal and Life Science Companies on a Wide Range of Issues, Includihyg Regulatury

Strategies, Registration, Datn Support and Compensatian, Quality Assurance,

Sudy D45

and Scientific Matiers.




INTERNATIONAL, LLC

Letter to V. Noble, December 16, 2004, page 2
Enclosed with this application, plcase find the following:

EPA Forn 8570-1

EPA Form 8570-34, Certification with respect to citation of data
EPA Form 8570.35, Data matrix (Agency Use and Public File copig
EPA Form 8570-4, Confidential Statement of Formula
A letter from Petro-Canada, requesting a new company number and
ChemReg International, LLC, as their US agent
Five {5} copies of the proposed labeling

7. Transmittal bibhography

8. Three (3} copies of each submitted study)

R

L

=

Tf there are any questions or if anything forther is needed, please do not hes i?aie & volact

me dircetly. Please keep mie informed of the progress of this application,

Regards,
. N
= 7 i AP .
( Mj‘a‘,z’x{z{,{/ CAAAL L {; e

I

Elizabetlt Anne Brown

cc: Petro-Canada, Specialty Products and Fiuids

)

hssigning
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TRANSMITTAL DOCUMENT

Submitter
Petro-Canada

Specialty Product and Fluids
2489 North Sheridan Way
Mississauga, Onario LK TAS CANADA

Regulatory action in sepport of which this package is submitted
New Praduct Registration (New Antimicrebial Active Ingredicm
(MICROL Preservative, no company number vet assigned}

Transmitta Date
Decembrer 16, 2004, 2004

Submittod Studics

MRID %

T

Administrative Materials

™ ]
FEX Y Y
- .

Daocument |: Brown, EA. Bee 14, 2004, MICROL Preserva
Identity, Cemposition, and Analysis (Grouap |
MICROL-2004-01, ChemReg International,

pages. Contains Business Conlidential Infors

tive, Jriditr
R). Report No.
LLCS I e

Document 2
Physical and Chemical Propertics {(Group B);
MICROL-2004-02. ChemReg Internationsl,
DAYCS,

Brown, E.A, November 22. 2004. MICROL Phservanite. +

hatiofl

Report Ro.
LG

Document 3: Brown, EA, December 6, 2004, MICROL Pre

Texicology. Report No. MICROL-2004-03.
International, LLC, 223 pages,

e
- : ..

servative.

ChemReg,

Document 4

Ecotoxicology. Report No. MICROL-2004-¢
International, 1L.LC. 32 pages.

Brown, E.A. Dee 2, 2004, MICROI. Preservatifve.,

4, (Jllanﬁieg

Document 5 Broen, E.A. December 2, 2004, MICROL. Pras

Reqguest for Waivers — Eeotoxicology. Chen

ervafive,

IXEEL
L ]

[Ty S L]
. ®
an

XYL
a -

[SET S

Campany Contact: Elizabeth Anne Brown

Phone Number: TO3-492 70945

cE
N International, 1L.LC, 6 pages,
Document 6 Brown, E.A. December 2, 2004, MICROL Prejervative.
Request for Waivers - Hydrolysis, ChemReg International,
| i LLIC. 4pages e

logatth s Whnotwn s
- h

Compaty Official v, o ALl N _

Campany Name: ChemReg luternationzl, LLC,, Awmhorized Agent for Buzz GIT 1dsact Shicld
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Jack Andrew SimonsiDCAUSERPANUSEERA, Dennis

HousengeDCUSEPAIIS To EdwardsiDUIUSEPAUS@EPRA, Marshall
10/75/2004 03:02 AM w Smﬂd@ilfDCfUSEPNUS@EPA. hardy.michaei@ep&gov,
bee

Subject Fw: backgw{iﬁd for minar use waiver discussion

for our meeting tomorrow

Jack E. Housenger, Associate Director

Antimicrobials Division

Office of Pesticide Programs

703-308-8183

Visit: hitpifiwww.epa.govipesticidess

- Forwarded by Jack Housenger/DC/UISEPAUS on 10/25/2004 09:04 AM -

Etizabeih Brown

<brown{chemreg.com> To Jack Housenger/DC/AISEPAUSEEPA

102272004 129 PM e

Subject background for minor use waiver discussion
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Be background for our meering on Tuesday, Oob
dmicroeblial oan guallfy for roduction or fuxli :

the minnr use provisions. [ will provide spacifi
oetential application fhat hos vaised the gussiion when

atiey witih my bhinking on whe bhas

af well a5 &
ef .
o 1+ L aucigyt
;iz st
CCROO4L022 . ity o Ho miper ume wsiver background.doa»>  <aPages fram
GAYR 5007l ”a_xwlusabia; rag drafn rule.puiss

LT

Legal Novioe: This glocbronds mall ant g altachuments

the porsoen {8) Lo whom they aro adiressod and ﬂﬂj TONLALE IFET LG :
sonfidontial o2 ocherwise protecbod {zom digolonuy ﬁweapg ior th@ DULTES
th i b, Bigseminstion, diztribobion, cr repraduction by ANy onY
ot recipients in pxcx:b:L@@ anc may be llegal, TF you
AXE i : ; pledse immedigsvrely infory bhe sonder uhd song
gimfhinr beck Lhg presont it oand dts atiachments ang destray any sondiss

26041002 b o Housenger mnas woe wiver backaolnd doc Pages o B4FR 50577 Antimiciohial req 1eg draft nde pf
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“*Commercial/financial information may be entitled to confidential treatment*

1G723/04
Pre-Meeting on Minor Use Waivers for PRIA fees

EPA (Andy Simons, Rick Kegwin, Phil Ross, Dennis Edwards, Tracy Lantz, Jack
Housenger, Marshall Swindell)

Discussion in Jack’s office prior to mecting with Elizabeth Brown.
We think the product she is interested in a lubricating oil with only one user.

Congress did not decide to give blanket fee waivers for antimicrobials.

Does Elizabeth think that antimicrobials do not have to meet the definition of 2 (1)?
. Her product does not make public health claims

Meeting with Elizabeth Brown of ChemReg on Minos Use Waivers lor PRIA fees

In addition 1o the above mentioned individuals. Michael Hardy also joined the meeting,
Meeting was held in 308U,

The product she is interested in registering is Benzoie Acid

It is for use as an additivedubricant for food processing equipment, is a GRAS additive,
4 (B} inery, but mo longer regstered with the EPA as an Al

. NG interested in public health clahms, only want to say that it prevents degradation of the
oil, the lubricant would be a treated article.

Dennis-this would fall int the New Al food nse category $96,000 PRIA fee
Can this be classified as 4 minor usc?
Jack-her product doesn’™t meet the 2 (1D definjtion,

Phil-for waiver product would have to mect the delinition of a minor use, in such that
these is not sulficient economic wentive to register the product.
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Jack-can she get reduced fees? Some of the reviews have already been done in support of
another applicant

Elizabeth~her product reduces cross contamination
EPA-we don’t consider this a public health claim

Elizabeth-they could heense product to another company and then buy it back from that
company.

EPA-this brings about concerns as to whether this business has been formed or
mantputated to avoid paying the fee? via a licensing agreement.
We wonld know that the other company has been maniputated.

Phil-timited licensing or parinering may he OK

Or maybe she could use a different Al {Na Benzon) that 1s already registered by wauld be
a new food use-fee $10,000




Andy Simses  Donnis Edwods

fagﬁk kg"‘?&){m u’f CLlr i%}'i(,ws—ggg,.
Pad Rosg Tw{g.z.amz

Vre mﬁ’sﬁfé, | ‘iﬂ/_;z__g/_qi_ Harshad

M nor Use Wawers %f“ .7] m ‘gf’ﬁ

g bk bhas s, %rﬁwscr% of iu%im:cﬁs{-:g, ol with
W%M 52y,

.Cw“%”.’f% did ret guuds 0 %‘j’i\’f E*‘gf WS -

Gwts el reblaly

.,_

{)\.Eﬁ@ %&JM “'g‘f‘rfits 2 fothi nastio bial CQ?%} rerk }\{-’1,;_},5 Ay
reat e Aol Ka. of

Lﬁé" g’f [ g{j}\{%‘ %

21
5 b g _yw;«f::c healit, gprm{&a%_.

| 7 mﬁ"é”f\% o Elizabedn, Bown o N
Miror oo Q—w Antisatrobiak

&dgikﬁfi in
B&x‘zmc atid Qev’ LEE ag Vﬁs}mmm Lo Jood I?m&?ﬁi/!% z{dﬁw
Gf‘?ﬁfg Q‘-\C‘J Mi‘%‘w{
’ “‘f & ireed :
e }wgw EF8 AT

laim prevents  dagrr dution k- 5‘1[

(NQ g‘}@;m Lage ML clain)

RS X8 {u}émmm weuld pe a W&a@v& awcﬁg

*Comnﬁerciai/ﬁnancial infdrmation may be entitled to confidential treatment*

s Comw S oY a0 Spdll buswess
@@m& new AL feod wse  cadeg ’gﬁém@ﬁ{’w




Q t,mw{

A——

Can 4%5 be classibed  as & mivor wse?

Judh — she doea'b pese 2 (L) o%&fwm

Fooromie  IRCEmbvE,

| Ubdk — cam she pedser deos i revius Lace wfrmg 58&

e Cdee s Sappers o dodhban Sy hivakion

5

o . _.(f..i_.fﬁzn, .
“}'f%? conld liewnse produzh 0 Seobur o Meon &

Dacle.

}‘ﬁﬁ»_ e l?v«SmM been. @wm&i 6 i anipadated 1o amoid

POt fee?
U ol

S fxéggﬁmrg. : e S
or e ot o dilerech AL alnaay ~cquntees Ak o

Atz {;wzﬁ st — flsooe

203

Sz Seigs e oreducass CposS  Clnbawdretion— Wi dod canerfe-

3 ;Dkd»?ifﬂ R Gy

by *



IRTERNATIONAL, LLC

1990 QLD BRIBGE Roan, SUITE 201
LAKE RIDGE, VINGINIA 22102-2383

DIECT: 703-492<7605 E-Han.: hrowa@clhiemreg.com
Mar:  703-492-0445 WEB SITES: www.cliemreg.com
Fax: 703-492-0668 www.pesticide.net

ELIZABETH A, BrOowN, PILD,
Via Email
October 22, 2004

Ur. Jack Housenger
US-EPA/OPP/AD

1801 South Bell Street
Arlinglon, VA 22202-4501

Dear Jack:

As requested, the following is background pertinent to our meeting on Tuesday, October
26, 2004 at 2:00 pm to discuss the circumstances under which an antimicrobial pesticide product
might qualify for waiver of PRIA applications fees under the minor use provisions. These are my
thoughts on the basis for a miner use waiver, but these certainly are not meant 1o be all-
encompassing. Historically, “minor use” has been associnted with agrienftural uses of pesticides
via the 1R~-4 program, but FIFRA identifics other bases for minor use detcrmination.

FIFRA 33(b)(7) identifles where PRIA application fees may be reduced or waived,
assuming appropriate documentation is included. There are four ciramstances identified in
FIFRA 33{b}7}D) through (G} as basis for reduction or waiver of fees. The exuct wording in
{EYand (G) of FIFRA follows:

(D) MINOR USES. -

(1} IN GENERAL, The Administrator may waive or
reduce a registration service fee for an application
for minor uscs for a pesticide,

(i) SUPPORTING DOCUMENTATION. - An
applicant requesting a watver under this
subparagraph shall pravide suppnriing
documentation that demonstrates, anticipated
revenues from the uses that are the subjeet of the
application would be insuflicient to justify to the
satisfaction of the Administrator, that imposition of

CONSULTANTS TO SUCCHSS™

Over One Hundred and Fifty Years of Combined Expericnce Asgisting Chemical, Pesticide,

Bio-Chemical and Life Science Companies on 2 Wide Range of Issues, Including Repulatoly

Strategies, Registration, Data Supportand Compensation, Quality Assorance, Study Dzm
and Seientifie Matiers.
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the full application fec.

{E) IR-4 WAIVER. - The Adniinistrator shal! waive the
registration service fee lor an application if the Administrator
determines that ~

{1) the application is solely associated with a
tolerance petition submitted in connection with the
inter-Regional Project Number 4 (IR-4) as
deseribed in section 2 of Public Law 8%9-106 (7
U.S.C. 430i{¢)); and

(i1} the waiver is in the public interest.

It is important to note the wording associated with (D} — that “anticipaicd revenues wonld
be insnfficient to justify .. .imposition of the full application fee.” There ts no farther
requirement or condition assoctated with that definition of “minor ase™ for reduction or waiver of
the PRIA application fee,

The term “minar use” ocewrs elsewhere within FIFRA, with tnconsistent definition. It is
important to separate out where the definition is appropriate to cunsideration of a watver under
PRIA.

(N

FIFRA Section 2 (1) defines minoratse in the following manuer, wlich is the historical
interpretinion as associated with the more typical agricultural uses, requiring n all cases
congultation with tlie Secretary of Agriculture:

Minor Use. -~ The term "minor use’ means the usc of a pesticide on an animal, on
a commereial agricultural erop or site, or for the protection of public heaith o
where--
(1) the total United States acreage for the crop is less than 300,000 acres,
as determined by the Secretary of Agriculture; or
{2) the Administrator, in covsultation with the Secretary of Agriculture,
determines that, based on information pravided by an applicant for
registration or a registrant, the use does not provide suflicient

(}v: {,s weonomic incentive to sapport the mitial pegistration or continuing
Nend u T i . f}
repistration of a p‘es,tu,htde' for such us { meets A o Ui
g\g ‘\\f Uk RS (/) there are insufficient cfficacions Alternative registored

. - pesticides available lor the usce;
¥ . i . (. .
‘{‘“mf\ ; ‘s;w}‘:‘ {B) the alicrnatives to the pesticide use posc greater risks to the

%\-,& & e environment ar human heajth;
o }5 (C) the minor use pesticide plays or will play a significant part in
¢ % & managing pest resistance; or
W {D} the minor use pesticide plays or will play a significant part in

an integrated pest management program.
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The s1atus as a minor use witder this subscetion shall continue as long as
the Admbwstrator has not determinced that, based on existing data, such
usC may cause an unreasonable adverse effect on the enviranment and
tlie use otherwise qualifies for such status,

However, FIFRA Section 4 (1)(4) actually provides several differeut definitions of a
rimir use, Evett though the fees under this section of FIFRA arc not currently in force because
of PRIA, the definition und explanation are clearly pertinent to the similar situation for fecs
under PRIA, The following 15 the exuct wording of that section {(emphasis added):

(4) Reduction or Waiver of Feeg for Mutor Use and Other Pesticides. --

{A) An active ingredicit that 13 contained only in pesticides that are registered
solely for agricultural or nonagricultural minor uses, or a pesticide the valuc or
volume of use of which is smali, shall be exempt [ront1he fees prescribed by
paragraph (3).

(B} The Administrator shall exempt any public liealth pesticide [rown the payment
of the fee preseribed wder paragraph (3} i, in consultation with the Secretary
of Health and Husnan Services, the Administrator determines, based on
fnformation supplied by the registrant, that the economic return to the
registramt front sales of the pesticide docs not support the registratinn or
reregistration of the pesticide.

(C} An antimicrobial active ingredient, the production level of which does not
exceed 1,000,000 ponnds per year, shall be exeript frous the fees prescribed
by parugraph {3). For purposes of this subparagraph, the termn
Mantimicrobial uctive ingredient’ wmenns any active ingredient thut is
cantained only in pesticides that are not registered for any food nr feell ase
and that are-

(i} sanitizers intended to reduce the suber of living bacteria or vinble viruy
purticles on iganitate surface or in water or air;

(i} bacteriostats ntended to inliibit the growth of bacteriu in the presence of
moisture;

(iif} disinfectants inteniled to destroy or irreversilily inactivate hacteria,
Jungi, or viruses ou surfaces or inouimate objects;

(iv) sterilizers intendeil (o destroy viruses and all living baeteria, fungi, and
their spores on inguimate surfaces; or

(v) fuugicides or fungistats.

{D}(1) Notwithstanding any other provision of this subsectiow, in the case nf a
sniall busiuess registrant of a pesticide, tle registrant shall pay a fee for the
reregistration of each active ingredient af the pesticide that does not
exceed an amount determined in accordance witlt this subparagraph.

(i1} IF during the 3-year period prior to reregistratiou the average annual gross
reverie ol the registrant {rom pesticides cortaining such active ingredient

18-~
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(T} tess than $3,600,000, the registrant shall pay 0.3 percent of such
reVenue;

(11} 85,000,000 or more bui less than $10,000,000, the registrant shall pay
1 percent of such revenue; or

(HI) 810,600,000 or more, the registrant shall pay 1.3 percent of such
revenue, but not more than § 150,000,

{iif) For the purpose of this subparagraph, a simall business registrant is a

corpuration, partnership, or unincorporated husiness that--

{I} has 130 or fewer employees: and

{11y during the 3-year period prior to reregistration, had an average annual
gross revenue from chemicals that did not exeeed $40,000,000.

The definition of “antimicrobial pesticide™ also ts important, as well as the Agency’s
prior guidance on that definition. FIFRA Section 2{mm) defines an antimicrobial pesticide as:

{1} tn General. -- The term "antimicrabial pesticide” means a pesticide that--

(A) is intended to--

(i) disinfect, sanitize, reduce, or mitigate growth or development of
microbiotogical orgamisms; or

{ii} prorcet inanimate ohjects, industrial processes ar systems, sucfaces,
water, or other chemical subsiances from contamination, fouling, or
deterioration caused by bacteria, viruses, fungi, pratozoa, algac, or
slime; and

{B) in the intended use is exempt from, or otherwise not subjeet to, a tolerance
under section 408 of the Federal Food, Drug, and Cosmetie Act (21 U.S.C.
346a and 348) or a food additive regulation under section 409 of such Act,

{2y Excluded Praduets, - The term "amtimicrobial pesticide™ does not include --

(A) a wood preservative or antifouling paint product for which a claim of
pesticidal activity other than or in addition to an activity described in
paragraph (1) is made;

{13} an agricuhural fungicide produet; or

{C} an aquatic herbicide product.

(3} Inchided Products. -- The term "antimicrobial pesticide” does inciude any other
chemical sterttant product {other than liquid chemical stertlamt producets cxempt under
subsection (1)), any other disinfectant product, any other industrial microbiocide
preduct, and any other preservative product that is not excluded by paragraph (2).

In proposed ruleniaking published in the Federal Register on September 17, 1999 (64 FR
50671) for antimicrobial pesticides, the Agency clearly anticulated its position regarding what is
and {s not “faod” use as associated with FIFRA 2(mm)(1)(13) on pages S0677-78 (Section IV}
That interpretation, even though never ssucd as a final rule, has been used by the Agency sinee
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that time in various decisions and has been publicly reiterated by key Agency personncl on
multiple occasions. That guidance (attached as a pdl lile) states: “An antimicrobial pesticide,
then, is a product bearing only non-food uses, only food uses covered by an existing clearance
under FFDCA, or some combination of these two.” Those antimicrobial pesticides {or uses
thereol) which do not require establishment of, increase in, or exemption from tolerance as 3 new
regulation thus remain within the definition of “antimicrobial pesticide” for the purposes of
FIFRA(mm)( 1)(B).

Preliminary guidance on lee watvers published by EPA on its website at
http:/Avwy.epa.govipesticides/ fees/questions/waivers. tm#4 refers only to the definition of
minor use under FIFRA 20mm}. This preliminary guidance is general across all divisions of
OPP, While this hikely was driven primarily by the historical definitions and by conventional
chemical bses within Registration Division, it fails to take inla account the specific wording
under FIFRA 33(bY7XD) which does not add additional conditions and fails 10 take into account
either Congress’s or 1he Agency's acknowledged special considerations for antimicrobial
pesticides.

In conclusion, | believe hat there is basis for concluding that an application for mn
antimicrobial peslicide may be eligible for reduction or waiver of the PRIA application fee
sirictly on the basis of the potential revenue from the uses contained within that application.

'l look forward to talking with you on Tuesday. At that thue, 1’1l provide some
additional specifics about the potential application lor which these issues were raised. I hope you
will be able to provide me with soine guidance as to the specific documentation which will be
needed, if there is ugreement that sueh uses qualify for a reduction/waiver of application fees,

Regurds,

I:lizabeth Amne Brown
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regalations, EPA inust arldress
“sllncatian of approgriale rescurces to
ingure streamlined wensgeem of
antiiricrobial pesticide regisirations,”
e alloeatdon nf respirces 1s nol 2
nefinem ihat canr be acconplished by
Agrncy rigulaiivns, and EPA is oo
rEes g ary regulailuns for dalng s
Burdget and resource nllocaiinns are
ginided hy Execirive hranch and
Crungressional priorities axl are
deermilned vear by vear based ol
overal nepds of the Agency and the
pesticide pungraem.

t. Complnedess of Applications

FIFRA sertton 3MMSHIDMIDIV]
reguires thal, In lswiring linal
regutations. EPA s "olarifv arileris
ior dewerminatlon of tle conpleleness of
an applicaiion.” FPA s arlay jroposing
i § 152.3 s definition of & "tomplee
applicinlon” for all veglstration
applicarons, In additoen. specific (o
anthnivreblal produsits, snchdleectly
responsive 1o the regu lremernt of FIFRA
section MR EFA s proposing it
§ 152 455 w describe tn detall the
contens of an applicatfors, and dw
critgriz that whi te wed (@ judge dir
completenass of the application as 2
whale, antd of 11y Indlvidual
conywnents. EPA's proposals are
distissed fianher fon Unil VIILE.

¥, Uther Sistulory Provisions
Addressed In this Praposal

A, Charges 1o the Definitton uf
“Hesticice

FOPA nndifled FIFRA sectiom 2{ul fo
excitrle certaln figold chemdeal sigrtlam
preducts frem the defisddon of
“pestichde,” mnd to Inclads tortain
nitragen stahilizr prodects. This
orovlsion vins elfizrUve oo Augost 3,
1994 I recognilon of ts provision,
LFA is proposing \o add a new §152.6
vl itbed TBubsiances excluded from
regerd atlore by FIFRA EPA hax tssued 2
notiee 1o reglstrants. entitled “Liguid
Ciwrnical Siestlom Products” (PR Nutlce
48-Z; January |15, 1888), explatning lusw
it will wweac flepnd cisuadeal sierilanis
alfeqied by sectlon Z{ul. Lnis X3V, amd
XY aliscuss chemnilenl sigrianly and
nitrgen suil dllzers,

1. Nogficarion Procederes

FIFRA sectinn 38T now
authgrlzes registranis of antnlcrobizal
products 1o ouke cerlaln defined
labellng msdificatlons by notilication 1
the Agency Insread of amendmis, and
establishes a procedine foc nutificallons
and Apency decisions, This provision
was eflectite on Augost 3, 1896, mied the
neve peocedirms are exclusive ©
antimicrobial prodna s, Todiry's

proposal codilies these new noificanion
jwgceslures, The substance of e
expanded notfleations perriitied hy
FIERA section 2{eHD) s fssued in
notices ro reglsemas (PR Notloes), and
not 1o ey s roposil, Yait XVIL
discusses antiinierobial nogilications.

€. Use Dilution Labeating

FIFRA section )@ mulunizes
registrants i Inchule on thelr labiling
precatilonary stalmments shoul 1he
procuct as dilwed Tor use fuse dilution
iabelingl. This provision was effective
nn August 3, 1898, EUA propeses (o
refenaa g homan hazard Inbeling
sequirgrlents in § 136.10(h amlto
wcnrperate use diluion requinamenis in
apyrropriate sections. UnltXITEA.
disvusses use dihidon lzheling.

VI What ts an Aaliudicrobial Pesticlde?

EPA proposes In § 152.3 i rdefinitinn
and irerprelion of aniluiceohial
pesticlde. The pripossd definidon Is
parigdirased fromn U o secdon Zimnt
nf FIWRA and laterpras de andefined
clemenis, Bevause FIFRA settion 3(h}
diveets EPA w develop and Linpiemeni
speeial pracedures In it regulatory
program for anthisierabial pesticides. i
is impartane hat oo be o well-delined
and comnmonly imderaoo? universe nf
peeducrs o owhich the statuiory
provisions apply. The praciieal
conseguances af heing Inckadesd or
excibded as an “and nivrahial
pesticlde™ are signilican for bath
pesticide producers aud the Aggioy.
FIFRA seciun 2{noni deflues the terin
“animicrebial pestivide,” corehilly
tlelirening ifs boundarles 1 mesh with
ihe practical finplersennation of secijon
i) regquiremeta, This witlh distusses
tlie dlefinition i e sil

A General Defirviion

Linler FIFRA sextion 20nun{11{A). an
animloroldal pestlcide Is <definel as

AL {A pesticids that) & istesded tos

i Wstalect. sanitize, pecuce s0omiiigae
gfg\.\"l!’l or develaginen of niiospbiclogical
U gadisios: ar

it protest intaniesty abjests olusinagl
ProriNes OF syslents, s fagres, Wit or
niler ehemivel substannes from
vonlamination. ouiing or detedomlion
canstdd by bacierls, viruses, fingl, oo,
algat. of sting:

With respect w U seope of pesis
covered by ihe deflnlvon, paragraph §)
lseusses on the Intenrded pesticidal
funciion {dlstnfect, senilize, et} apalnst
nonesfleciiic “inicrobiologieat
argartsms,” while parsgaph (i
fogusses on nonespecilic “nirstection””
pravided by 1w pesticlde against
specilied microorgamdsms {bacteria,
viruses, etch. As s pracucal iooger, EPA

helleves that the 1eren ialerobindogical
organisng’” n paragroph Y should be
consitered 11 Include each of the
specific types of atderoorganising in
paragrapte (18 ~bacieds, virases, fungi,
profozoy, and algae. Therelore, EPA wili
consider any prarhiel imended for use
against the microorganising spectied in
paragraph {11 w be an sntiminoblal
pesticide (subject 10 the excluslons
discussed in Undi VLB, and €)

Having fdentified the universe aof
substasces (hat, sl upon the
inenrlect pusticldal zurpnse, are
aniiinicrobial pasticldes, tdw definhiion
goas un in paragraphs {1318} ancl (230
exxt lude cenain pestleldes from the
delinitlon of ambnicrobial pesticide.
These exclusinns may be characierized
#y use-hasel, tha s, f pesticide s
exchided because of how or wheare it is
wsecl, aind ol berause ol the pests or
purpose of ke,

B. Food e Exchision

FIERA sectivn 2{mu{11(B) excludoes
fronn “antbmtowhial pesicide” liose
|pesticldes whose nzencker anhinlerobisl
tise Is such tha rasidues in food
reljuiting regubalion uiklar secnn 458
or 4008 of tha FFDCA might resull.

{31 1A pesticide i i tlee inlensed wse
is exampd ieny or uberwise N6 subieat ws,
alalernee i wler zertion 408 olihe Frdoal
Faod, Dmg. snd Conpenie Aot (21 USC
36z mad 345) o0 o Gored addbive cognilzaien
ungder saclion 463 of such Al

e ereating this exclusion. Congress
recognlzed rhat applications for
reglstration of fuesd uses that renuire
clearance under FFDCA ronuing
gxlansive 1lata anl reladvely copnglex
risk asvessments that take onger o
review, Moreover, obizining an FEOCA
clearanice is a fornal regulines
wrocadure. As divcussed {n Unit ViR,
FIFRA seclion 3{l) establishes goals for
cowpierion of Agancy review of ar
application e reglstraion. In EPAs
vlew, Congress recoguized diee diffictdty
i requiring the reviewe tingframes flar
regisirailors 15y encornpass the
comiexiths of FERCA clrarance &
well, Accurdingly, EPA helieves that
Congress fonendod the siaory
definition (g allow exclusion of any
arthnicrobinl pestivide thas would
reguir: the exiengive clearatce prociss
of the FFDCA.

‘The sttutory language uses che
plrases “axempl from” sl “iro subject
1" & glearance ungder FFDUA, The
phrase "exeimy from” 1s <ear and has
inesmning under FFDCA: an exemption
fromiabe requirement of a tolerance is a
lnrmat regulatney deeemminglizg insde
by EPA. Exeinptions frons the
raiulremen nf s wlerapee are found in
HCER prant 186
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The phrase "not subject 10" is not o
Tormal déterminaclon under FEDCA,
Any product Uit bears a food use (s
“subjeer 107 @ nlerance, hat is, @
tolerance or ather cleasance 18 refjulriad,
whether 1bal tolerance has been
established or not. BPA believies the
stalidory lang sge nay be
uninentionaily bremi it not
differentiaiing betvaren food nses
subject taan “existlng” wuleranee and
thege subject i new 1olerance,
Praducts and ses sulgject 1o anexisling
wlernnee o Nt regnire exlenslve
1evlew: only prodixcls subject lu a new
wlernnce reguire such review. As
wrhien, thee definlting excludes Both
types of antlmicrohial pesticides,
alihiough the apparent niten s 1o
exclurle only thibse requlring the fengthy
and curnplicaled wivrance-selthng
revimw sssoclaled wilh o new clearance.

It its fiseralion. EPA propnses (i
nanriw Lhe Food 1se exciusion in
cmforni 1o what il believes is the
prohable intenl of Congress, FRA
profposes In exclude: lrom the definitian
of “anrlniiceabial pesticide” nniy
products bearing ase or inore: usas for
witich a newe cearsnce 15 nesded, or an
amendieent nf an exlsiing clearange.
EPA praposes o ioclnde inihe
delinitionr of “aniimicreblal pesticitde
fln exrlnde lrom the exclusion] prodact/
s Usabject 0 an exisiiag toleraizce,
EPA balieves thal (s narfawer poiloy
rhiotee, sehile nnt required, more cinsely
veflecis e Intent to include In {he
definition ol “dantinicrobial pesticide™
products reguiring Titde or no reviey
ang o exriude only preducs needing
the extessive and lime-consiyning
evaluatlan assorlaed with the
eslebilshmont of o e or amended
rivarance,

Ananginslcrobial pesticide, dwn, 153
prodoal besring oy non-fissd ases,
anly Mad wees covered by an existlng
clesmpes spder FFRDCA, or some
comixination of these own,

Given the food use exclusion, it is
clegr at die statas of i solimicrobial
product ag an “andimicrublal pesiicide”
within the mesning of FIFRA section
i is nol necessarlly a permsnenl
designation. bt may shilt arcerdlng ra
s indended nse. & product coull be
inriuzded ar excluded from lhe
definlion iNihe intended 1se changes.,
The stalus of o pesticide as au
“antimicrubial pesiicide” becomes
peninent and cen only De detennined «l
the timie of subrmlsslon of an applicalion
fer Agengy decision, At thal ting, EPA
wust dennine whether the pasciclde
appllcatlon g for arcamimicrnbial
pesticide witin the meanitig uf the
statolary efinilion.

The privne sxamprle of (hls use-
dependent phenomenon is sn
appl leation seeking the [l feod use of
an antlhmlerobial pestcide. A produel
thal berelolre has beon an
“midmierohlal prsticide” because o
bears only non-foo uses or fulerance
caversd [ood uges is an Tonger an
“antimlcobial pesticide” for purpeacs
of EPA review nnd declsion on that Test
food use ation. Provisloos of FIFRA
applying ouly to “antimlerobial
prestiides,” nowbly the review periods,
watld nat e tripgered Torthat actlon.
Unce thi fonl use issue is resoived or
a melerante issoed, such (hat (he food
use is coverad by an exisling tolerance,
the product may revert tantind crobing
pesticile’ szatus for a subsequent
arion.

<, Other Specific Exclusions

FIFRA serlion ZimmH2) vonialns
further specilic exviusions (» the
delinition. These are Inlended to elarily
thyat certain Lypes of produtes hat might
he considered "mylimicraisial
pesricites’” becanse ey have %
pestleldal cifect on thi defined typos of
micretrganisms are nonetheless nm 1o
i regulated as anthnicrabial pesticides
[ne purposas of FIFRA section 3Lb}. i
shionld be npled thar certofn types of
antimicrobial produas are aiready
excluded [rown regulation under FIFRA,
anel 1herelore from wny roversge under
this prapasarl rule. Peariois wsedd
agal NSt MRCIDUrganisims ir of of nan or
arber living anitmals are not pesticides
bocguse such microorganisis are nat
Upests” under FIFRA seciton 2,
Products ilendid fior use againg
nricranrganisms f11 nr on tan asd
aninwgls ore repizred solely by FDA.
This is nol & clianpt: [tom Jongstanding
FIFRA provishins.

I Cerlain wood presevwaives and
antifoufing paints, Any produr b s
g wood jrrezervatlve or sotiunlmn
patnl, and 1hat olss bears any clabn for
4 pestleidal activity other thanor in
addition g thise specilied 1o section
2imenl (i} §s not grcansmlcrebing
pesticide. The pesdeldal activities that
preneraily define an Tanlhmicrohisi
pesticlde” inglule anlivity sgalnst any
micrabiologlcal orgavisms, ami
“protectlon” against the desiruciive
effnats of barteria, virases, limgi,
pratezoa, algae, nnd siine.

Both wend pressrvitives wmi
anillonian: paicls Helkch are used o
prolec surfaces in rontac with waler
such as oats) inay [unclion (o prolecl
agatust bactrria, Tangl, »ic.. s thus,
witho g specific exhision, wouhl be
deenied o he antimicrohisd pestizides.
Hlowpver, sInce most wened
rreservaliviss glso pratect agalim Insect

damage, aud most rotifonding paluts
also protect agalis! harpacles. Ihe
majority of these prodicts are not ilkely
to be "autimlcrobial pestlciies.” As
discussed 1n Uik VHLH., bowever,
some wiod preservathar products misy
be eligibie for Ihe review dendiines thm
apgly to anitmicrobisi prsticides.

2. Agriidtumi fungicides, The
definition of antlralerobial pestichde in
FIFRA section 2inm) excindes
“agricidlural Tungicides.” Tradidonaliy.
1wz tern “Aengus™ inan agricalhirad
conitex has beenimsed 0 meun
microorganising thal are paliwgenic to
plants. Fungl fand other
ricrporganisms} that are pathugonic o
mziy and animals have hisiorlcally been
reated separately hecanse of Lhelr
public heatth inplica inng, However,
FIFRA section 2(k) defines “Tungus”
broadly Lo inclusle a variety of oller
microorganising, Inchinling rust, st
mildewy, moid. yessl, and bacteriy,
wilhout specific ceference to whethor
1 microorganisms are palixgenic 1o
frianms oo mars ami anhusals.

EI'A interds ihe term “agricnhnral
fungicide” to apply to sii products
applizd in or on grawing crops or e soll
{i.e.. re- harvest applicaion). regardiess
ol e lype ef pest fingus, Allhougl (hix

woult excingde as “anlimicrabial
pesiictdes” procuces applied pre-
h#rvest against rnicrnorgarsisms tha
might bis pahogenic to mnan antl
animals, EPA s nol aware thal any
prsticides are enrremly regisiered
against lwnwn and animsl potbogens on
arowlng crops. EPA worll regukae such
prochets I the need arose, g they
would not be covercd by subpac W

Under This interpretaliopn, u prndua
imended lor post-barvest application
agalnst ming| (neluding baclerlal wonld
nal be an “agriculiural hingicide.”
Slgniflicontly, bowever, such a pradan
wriald not necessarlly be an
“amImicrobial pestickle” eithe, slnee
the Taod use exclusion alsg comee intn
piay. Posi-harvest application of
fungicides ar anlimicrobisl products o
londd or fesnl crops would n afoul uf
the food wse exclusion iF & nevw ur
sinended tolerance were nwedel 1o
erwver pusticide residnes, Al post
larvest use anrhnicrobial protucts
would be subject (o suhparl W
geaerally; however, not ail woiid b
“antiminrobisl peslicides” eligible O
the review periods In § 152457,

3. Aguatic hevbicides. Further, lhe
deftnition sl antimicrobial pesileide
exchades agunitic berbiclde protlucts,
EPA Interpinis (e termn nguatic
herblricle ty mewn pesticides used liror
near envltonmisisal bocizs nfwaer,
suchs g lakes, stresms, or pnods, or Hhe
contrst of aigar st weeds. Incontast. a
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m % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

%, o WASHINGTON, D.C, 20450
L gt

M:"R 2 2 1989 FESTICIGES A?q?’r?x?gsunswmccs

CERTIFIED MAIL

—

Dear Sir/Madam:

. This Notice requires you and other registrants to subrit certain
data to the UU.8. Environmental Protection Agency (EPA) in support of
your pesticide products that are registered as antifoulant paints or
technical products for the preoduction of antifoulant paints for the
purpose of inhibiting the growth of certain aguatic organisms and
that contain any of the following organotin compounds as an active
ingredient. The subject compounds are bis{triputyltin} oxide,
bis(tributyltin) adipate, bis{tributyltin) dodecenyl succinate,
bis(tributyltin) sulfide, tributyltin acetate, tributyltin acrylate,
tributyltin fluoride, tributyltin methacrylate {and copolymer),
tributyltin resinate, and triphenyltin flucride. These data are
necessary to maintain the continued registration of yvour product(s)
centaining such active ingredients(s). Within 90 days after you
receive this Hotice you must respond to this Notice as set forth in
section IIT~A of this Notice. Your response must state:

. 1. how you will comply with the reguirements set forth in this
NHotice (see section TII~-A and III-B); or

2. why you believe you are exenmpt from the recuirements of this
Notice (see section III-Cj: or

3. why you believe EPA should not require your submission of
data in the manner specified by this Notice (see section
. ITI~D}.

If you do not respond to this Notice, or if you do not satisfy
EPA that you will comply with its requirements, or should be exempt
or excused from doing so, then the registration of your product(s)
subject to this Notice will be subject to suspension. We have
provided a list of all of your products subject to this Notice
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Generic Data Exemption - Under section 3{c) (2) (D) of FIFRA, an
applicant for registration of a product is exempt from the
requirement to submit or cite generic data concerning an active
ingredient if the active ingredient in his product iz derived
exclusively from purchased, registered pesticide products containing
the active ingredient. EPA has concluded, as an exercise of its
discretion, that it normally will not suspend the reglstration of a
product which would qualify for the generic data exemption in section
3{c) (2} (B) of FIFRA. To qualify, all of the following regquirements
must be met:

1. The tributyltin compounds in your registered product must be
present golely because of incorporation of another
registered product which contains tributyltin compounds and
is purchased from a source not connected with you;

2. Every registrant who is the ultimate source of the
tributyltin compounds in your product must be in compliance
with the reguirements of this Notice and must remain in
compliance; and

3. You must have provided to EPA an accurate and current
tConfidential Statement of Formula" for each of your
products to which this Notice applies.

A Dbata Call~In Notice dated January 30, 1987 entitled "Generic
Data Exemption Data Call-In Notice" explained the regquirements for
gualifying for a Generic Data Exemption and offered registrants the
opportunity to apply for Generic Data Exemption for any of their
product{s) that met the criteria stated in that Notice. If vou
_ggponded to the Januarv 30,.1987 N0t10§ by anplv;mq for a Ggngyg

fe.»r;c Dg;g Examnt1gn and_your rggponge ha§ not

] . RESPOND TO k| . In such
cases the hgency w111 conslder that you now have a Generlc Pata
Exenption from the reguirements of the Notice.

If your response to the January 30, 1987 Hotice indicated that
your product 4id not gualify for the Generic Data Exemption {or you
did not respond to that Notice), but you now consider that your
product (s} would gualify, you may request a Generic Data Exemption.
To apply for the Generic Data Exemption you must submit a completed *
"Generic" Data Exemption Statement® (Attachment E) and all supporting
documentation,along with the completed 9¢-Day Data Call~In Summary
Sheet{s), for each of your products for which you claim the
exemption.
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If vou are granted a Generic Data Exemption, you rely on the
efforts of other persons to provide the Agency with the required
data. If the registrant{s) who have committed to generate and submit
the required data fail to take appropriate steps to meet the
requirements or are no longer in compliance with this Data call-In
Notice, the Agency will consider that both they and you are not in
compliance and will normally initiate proceedings to suspend the
registrations of both your and their product(s), unless you commit to
submit, and do subwmit the required data within the ppecified time.

In such cases the Agency generally will not grant a time extension
for submitting the data,

Exemption for low volume, minor use pesticides’ - Section
3(c) {2){A) of FIFRA reguires EPA to consider the appropriateness of
reguiring data for low volume, minor use pesticides. In implementing
this provision EPA considers as low volume pesticides only those
active ingredients whose total production volume for all pesticide
registrants is small. In determining whether to grant a low volusme,
rinor use walver the Agency will consider the extent, pattern and
volume of use, the economic incentive to conduct the testing, the
importarice of the pesticide, and the exposure and risX from use of
the pesticide. If an active ingredient is used for both high volume
and low volume uses, a low volume exemption will not be approved. If
all uses of an active ingredient are low volume and the combined
volumes for all uses are alsco low, then an exemption may be granted,
depending on review of other information outlined below. An
exemption will not be granted if any registrant of the active
ingredient elects to conduct the testing. Any registrant receiving a
low volume minor use waiver must remain within the sales figures in
their forecast supporting the waiver regquest in order to remain
gualified for such waiver. If granted a waiver, a registrant will be
regquired, as a condition of the waiver, to submit annual eales
reports. The Agency will respond to requests for waivers in writing.

To apply for & low volume, minor use waiver, you must subnit the
following information, as applicable to your product{s), as part of
your 90-day response to this notice:

1(A). Total company sales {pounds and dollars} of all
registered product({s) containing the active ingredient.
If applicable to the active ingredient, include
foreign sales for those products that are not
registered in this country but are applied to sugar
{cane or beet), coffee, bananas, cocoa, and other
such crops. Present the above information by year
for each of the past five years.

* The exemption for low volume minor use pesticides is not
an available option to address any data requirement in this
Notice given the yisks arising from TBT use and the overall
production volume of TBT products.

214




{B}.

4 (A} .

(B).

Provide an estimate of the sales (pounds and dollars)
of the active ingredient for each major use site.
Present the above information by year for each of
the past five years.

Total direct production cost of product{s) containing
the active ingredient by vear for the past five years.
Inciude information on raw material cost, direct
labor cost, advertising, sales and marketing, and any
other significant costs listed separately.

Total indirect production cost (e.g. plant overhead,
amortized plant and equipment} charged to product(s}
containing the active ingredient by year for the past
five years. Exclude all non-recurring costs that were
directly related to the active ingredient, such as
costs of initial registration and any data development.

A list of each data requirement for which you seek
a waiver, 1Indicate the type of waiver sought and
the estimated cost to you (listed separately for
each data regquirement and associated test) of
conducting the testing needed to fulfill each of
these data requirements.

A list of each data requirement for which you are not
seeking any waiver and the estimated cost to you
(1isted separately for each data requirement and
associated test) of conducting the testing needed to
fulfill each of these data réguirenments.

For each of the next ten years, a year-by-year fore-
cast of company sales {pounds and dollars) of the
active ingredient, direct production costs of product(s)
containing the active ingredient (following the
parameters in item 2 above}, indirect production

costs of product(s}) containing the active ingredient
{following the parameters in item 3 above}, and

costs of data development pertaining to the active
ingredient.

A description of the importance and unique benefits of
the active ingredient to users. Discuss the use
patterns and the effectiveness of the active ingredient
relative to registered alternative chemicals and
non~chemical control strategies. Focus on benefits
unigue to the active ingredient, providing information
that is as guantitative as possible. If you do not

have quantitative data upon which to base your estimates,
then present the reasoning used to derive your estimates.
To assist the Agency in deterwmining the degree of
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importance of the active ingredient in terms of its
benefits, you should provide information on any of
the following factors, as applicable to your product({s):
{a} documentation of the usefulness of the active
ingredient in Integrated Pest Management, {b} description
of the beneficial impacts on the environment of use
of the active ingredient, as opposed to its registered

© alternatives, {(c} information on the breakdown of the
active ingredient after use and on its persistence in
the environment, and {4} description of its usefulness
against a pest(s) of public health significance.

Failure to submit sufficient information for the Agency to make
a determination regarding a reguest for a low volume, minor use
waiver will result in denial of the recuest for a waiver.

SECTION III-D. OTHER COURSES OF ACTION UNDER THIS NOTICE

There are four additional options available in responding in 90
days after receipt of this Notice: 1) you may claim that one or more
data requirements should not apply to your product, 2} you may amend
your registration to delete the uses to which one or more data
requirements apply, 3) you may ask for the veluntary cancellation of
your registration{s}, and/or 4} you may request that EPA use its
discretion and not suspend your registration because of your gocd
faith yet unsuccessful efforts to enter into an agreement for a joint
data development/cost sharing program.

1. icabl ata Reguirements -- If the Agency determines that
the data reguirements of this Notice do not apply to your product(s),
you will not be required to supply the data pursuant to section
I{c}(2){B). If you claim on the %0-Day Data Call~in Summary Sheet
that the data regquirements are not applicakle to your product{s), you
must submit an explanation of why you believe they dc not apply. You
should also submit the current label{s} of your product{s} and a copy
cf the Confidential Statement ©0f Formula of the product{s). If EPA
éetermlng__that the datzs are re ired f odu t s ou_pust

within the tim nggov;ded by'thls Notlcg 'Wlthln 30ﬁdays of your

receipt of the Agency's written decision, you must submit a revised
pata Call-In Summary Sheet indicating the option chosen.

2. Voluntary Cancellation or Amendment -- You may avoid the
recquirements of this Notice by eliminating the uses of your product

to which the requirement applies, To do s0, you may choose either to
request voluntary cancellation of your registration{s} or to seek
amendment cof thea reglstratlan to delete the approprlate uses. If you
wish to amend your registration, you must submit, along with the 90~
Day Data Call-In Summary Sheet, a completed application for
amendnent, a c¢opy of your proposed amended labeling, and all other
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Jack _ Andraw Simons/DC/USEPAUSBEPA, Dennis
Housenqer/DCISERAIS To Edwards!RCHISERPASHEPA, Marshall
212004 0515 PM SWIHd&||fDCfUSEPNUS@EPA, hardy.michacl@epa.gov,
b cc
bee

Subject Fw: minor use waiver

Ag a bit of background for our minor use waiver meeling on tuesday

this is what | sent to Elizabeth eanier

hope this helps

think abeut this over the weekend so you have something inlelligent to contribute at the meeting

Jack E. Housenger, Associate Direclor

Antimicrobiais Division

Office of Pesticide Programs

703-308-8163

Visit: hitp:/eww.epa.govipesticides/

- Forwarded by Jack Housenger/DC/USERPAS on 10/21/2004 03115 PM —-

Jack
Housenger/DCIUSEPASLIS Tq brown@chemrsg.com

| 07/28/2004 08:37 At CC

Supject mHNOT use walver

Elizabeth, | have checked into your guestion on a minor use waiver

there ts not much guidance yet as we have yet to receive one under PRIA much less for an anlimicrobial
there is some general guidance as to what to submit which | have pasted from our websile below

my guess is that the guidance will come once we start seeing them

you could be the first

hope this helps

let e know if vou have any additional questions

Guidance on Minor Use Waivers : %:.f"j;?

1. Under what circumstances am | sligible for & fee w;z%veg or recuction for an application

refated to a minor use? U f,
?.0
The definilion of a minor use is provided in Sectlon%t and Includes use where the totat us
acreage for tim crop is Iess than 300 000 acres 4 ' 4
2 pes icide ptays as
management program

2. What information should § include In my request for a fee waiver or reduction for minor
uses?




The request should ba in writing and including the following information:

s The company name and company number assigned by QPP to the applicant; the
official mailing address under FIFRA; the telephone number and e-mait or fax
number of the contact person regarding the fez waliver or reduction request,

« A certification signed by a responsible officer that the documentation submitted to
support the waiver or reduction request is lrue, complete, and correct.

3. What information should be included In a market analysis for a minor use waiver or
reduction request?

The Agency is considering what information is appropriate for making a determination on a request
for a minor use waiver or reduction, The Agency currently believes that the applicant should provide
a detailed market analysis that demonstrates the anticipaled revenue is expected o be InSUffICient

Jack E. Housenger, Associate Director
Antimicrobials Division

Office of Pesticide Programs
703-308-8163

Viglt: hipo/hwvew epa.gov/pesticides!
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*Privileged attorney-client communication*

Philip Rogs/DCIUSEPAIUS
1072172004 05:32 PM

To Jeck Housengerd DCAUSEPALISEEPA

Andiew Simons/DCIUSERPA/USEEPA, Dennis
c¢ Edwards/DCUSEPAUSEERA, hatdy.michael@epa.gov,
Horshall SwindetfDCIUSEPA/USBEERA, Richard
bec

Subject Re: Fw minor use waivetD]

Attorney Cliert Communication
Attorney Work Product
Delibarative

Privileged and Confidentia!

Do Not Release

Jack et al:

Phit

Jack Housenger/DG/USERAMS

Jack

Housenged DC/AISEPAAIS

L0£27112004 0515 P
To

Andiew Simons/DC/USEPAIUSEERA, Dannis
Edwards/DC/USERPARISGEPA, Marshall
Swindel/DCUSERPAUSEEPA, hatdy.michagl@apa.gov,

Philip Ross/DC/USEPAUSEERA, Richard
Keigwin/DCAUSEPAUSERERA, Tracy
LanizDCISEPA/US@EPA

329

Subject Fw: minor use waiver

Ag a bit of background for owr minor use waiver meeting on tuesday

this is what { sent to Elizabeth earlier

hepe this helps

think about this over the weekend so you have something intelligent to contiibule at the meeting

Jack E. Housenger, Associate Director

Antirsicrobials Division

Office of Pesticide Programs

703-308-8163

Visit hilp/fwww.epa.gov/pesticides/

---- Forwarded by Jack Housengei/DC/USERPAUS on 1072172004 05115 PR -

Jack
HousengenDCIUSERPAAIS

742872004 OB:37 AM

To browndSchemieg.com

e

Subject MENGr use waiver
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Velma Noble

el

04/13/04 07:31 AM Subjeci: Bernzoic Acd - addiional mlormation

-+ Forwarded by Velma Noble/DC/USERPASUS on 04713/2004 07:32 AM -

Elizaboth Brown To: Denmws EdwardsiDC/USERFAIUSEEPA, Velma
<brown@clwmrey.co NobleDCAUSEPA/US@EPA
m> e

04:09/2004 12:20 P Suhject: Benznit Acid - additinnal information

Dennis and Velma:

As reguested, and on behalf of our client {Petro Canada Lubricants), I am praviding additional
information on the proposed uses of benzaic acid as a iaterial preservative. to assist the Ageney
in their internal discnssions prior to providing the potential registrant direction necessary for
compiling and submitting an application for registration. Thig information must be considered in
additiun to what previously was pravided, not i place of.

In our phane call on April 7, you requested that { provide you with the following:

o draft labeling - dralt labeling is attached. for discussion purposes anly. 'Flte praduct name
has not yet been deeided; the pame "Additive A" 1s simply a placeholder at tliis time.

e  (SF - as previously identified, the active will be USP-NF Toud grade benzoic acid. To be
that grade, the product st be a mininann of 99.5% purity. 1've attached an example
certificate ol aralysis [rom one lot of tlus grade benzoic acid. The rominal likely will be
100% for labeling und CSF purposes, witls the appropriate limits.

¢ low we intend o address the tier | data requirements - in addition to the detailed
mfannation pravided in the carlier backgraand documents, F've atached a table
idemifying what | believe are the apprapriate requircineits and how the registrait intends
10 address cach.

E believe that the attached items will sufTice for the additianal informaiion vou requested, hut
please lot nie know if anytluug is needed.

As idetified by Dennis during our phone call, the Agency will meet internally again within the
next 2-3 weeks and either provide direction by plione call or arrange a presubntissionr meeting.
Il fook Jorward ta hearing back from you on ar before April 29, The registrant is anxious to
merve forward with preparation of an application but appreciates tlie Agency’s witlingness 1o
expend time and effort to Ielp ensure that the application can be prepared and then reviewed in
ihe most efTicieit manner possible for such a well-known and widely approved compound.

Regards,

I2lizabeth

=< 20040408 Additive A draft labeling goc>> <<20040408 Data Requirements and how fulfilled doc>»
«aexample COA pdf>>
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Pages 221 through 225 are claimed confidential by the submitter upon submission to the agency and are not included in this copy.




Page 226 contains the identity of the source of product ingredients and is not included in this copy.




Page 1 of 2

MICROL® Preservalive

An Antimicrobial Preservative for Industrial Use in Food Grade Lubricating Oils

KEEP OUT OF REACH OF CHILDREN

DANGER
Active mygredient
Benzoie sl v v serer e e e s b brrarsa s srarnese s s rea e naneses PR FFLH
OHher Ingreditnis (WaIBF i cree o eeererernacrnnesmernrsecsesscsarsssaresmransrserssarassonssesseseren Wbl 8 0
FIRST Alln
Have the product coptainer or label witll vou when calling a poison control center or doctor, or going for treatment.
1¥ IN EYES o Hold eyc opett and ringe slowly and gemtly swith water for 15-20 minutes.
Rentove contact lenses, 1T present, after the first 3 minuies, then continue
ringing cye
Call & poison control center ur dector Tor reatment advice
IF INHALED »  AMove perzon 1o Fesh air
e 1fperson i not breathing, call 911 or an ambulance, then give anificial
respiration, preferably by mownly, if possible
»  Call a polson coutrol center or doctor for further treatmeni advice
I¥F SWALLOWED ¢ Immediately call a paison comrol cener of dogior
¢ Do sot induet vowiting unless told to do so by a poisen control center or
dogtor
* Do not give any ligoid 1o the person,
. ¢ Do not give anything by moutl 1 a1 unconscious persoi
IF ORSKIN OR Take off coniminated clothing
CLOTHING Rinse skin immediately with plenty of water for 13-20 minutes
B »  Call 2 poison control center ar doctor for freatment advice
FOR 24-HOUR EMERGENCY MEDICAL ASSISTANCE, CALL THE NATIONAL POISON CONTROL
CENTER 1-500-222-1222

EPA Reg. No. xxxx-x
EPA Lstablishment Ne. xxxxx-sx-x

Net Contents: 100 B (45.4 k)
Petro-Canada Lubricams Bivision

385 Southdown Rd.
Mississauga, Ontario 131 2Y3 CANADA
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Page 2 of 2

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS

CAUTION. Causes irreversible eye injury. Harmiul if swallowed.  Avoid contact with skin., Do not get
in eves or on clothing. Wear safely glasses or goggles and protective gloves made of butyl rubber, PVC,
orncoprene. Wash thoroughty with soap and water afier handling and before cating, drinking, chewing
gum or using tobacco. Remove contaminaied clothing and wash belore reuse,

ENVIRONMENTAL HAZARDS

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, oceans, or other
waters unless in accordance with the reguirements of a National Pollutam fischarge Elimination System
{NPDES) permil and the permitting authorily l@s been notified prior to discharge. Do not discharge
effjuent containing this product to sewer systems without previously aotifving the local sewage trealment
plant authority. For guidance contact your Siate Water Board or Regional Office of the EPA,

’ DIRECTIONS FOR USE

It is a violation of Federal Law to usc this product in a manner inconsistent with its labeling.

MICROL, Preservative should be added to the mineral oil component of lubricants compliant with 21
CFR 178.3570 at 2 maximum level of §.0%. in order to prevent decomposition and odors in the jubricant
caused by microorganising. MICRO1L Preservative can be added at any convenient time during the
mixing process.

Finished products containing MICROL freservaiive inay nor make public heahl: claims relaing o
antinsicrobial activity withom EPA pesticide registration. When incorporated inte treated articles, this
product does not protect users of any such treated article or others agaiust foodborne or discase causing
baeteria, viruses, germs or other disease causing organisms.

This preduct is compliani with 21 CFR 184.1021.

. STORAGE AND DISPOSAL

Do nol comtaminate water, {ood or feed by storage and disposal,

Pesticide Sterage: Keep praduct dry during storage.

Pesticide PDisposat: Wastes resulting from the use ofihis product must be disposed of on site or at an
approved waste disposal facility,

Container Disposal: Completely empty liner by shaking and 1aping sides and hottom to Joosen clinging
particles. Empty residue into application equipineni. Then dispose of liner in a sanitary landfil or by
mcineration ¥ allowed by state and local authoritics, #f drun 15 contamingted and cannol be reused,
dispose of it in the manner required for its liner,

* MECROL is a trademark of Petro Canada

12/172004 Draft
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Plaasa read instrustions on raverse hefore completing form Form Approved, ORS He, 2070-8060 Aporoval expires 53188

P X i PP tdentifi
Uniiad Stales X| Registration OPP Identifier Humber

£
Amendmaent
@Em Environmental Protection Agency

Other
Washington, DC 20460
Application far Pesticide - Section |
1. CompanyProduct Numbsr — f? 2. EPA Product Manager 3. Proposed Classifization
{No company number agstgned) Q:Zﬁ;;{é Veima Nobis _ —
4. CompanyiProduct {(Nemey PRA%E Nane ‘_l Reslicted
MICROL PRESERVATIVE oy o
5. Name and Address of Applicant {inciuds ZIP Code) G, Expedited Review. in goeordance with FIFRA Seclion 3{cyd)
Patre-Canada (b)), my product is simiiar or identicat in composition and iabeling
Speciaity Products and Fivids to:
i 2489 North Sheridan Way EPA Reg Mo,
Kississauga, Ontario L5 1AB CANADA
j Chack it this s @ now address Product Name
Section « li
t Amendment - Explain tetow Ll Final prinled iabels in responge o

Agancy leller dated
f_} "He Too" Application

D Motification - Explain below ﬂ Other - Explain beiow

Expianation; Use additional page(s} it necessary. {(For Section t and Sedlion 1.}

Application for registration of new antimicrobist active ingrediant,

PRIA Category A28, application fee $90,000. Contact potal for fes and invoice: Efizabeth Brown, Agent for Petro-Canada, fax
703-4920668, emall brovmi@chemreg.com

COmMPANY NUMBER TO BE ASSIGNED.

Section I
1. Materat This Product Wi be Packaged in;
Chiid-Resistant Packaging Unii Packaging Water Soluble Packaging 2. Type of Conlainer
| Yeu gﬁ i Yes Yoo RMetal
- rva! 1 Piaghns
%1 o gxﬁth X%Na | Giass
.;rﬂﬁcaﬁon must i “Yau" No.por  © M Yes No. per [ paper
ba submitted Unit Packaging wgl. container | Package wgt containgr PR Other (Spasify)
i potyathyiene linerin
f fiberboand drem
3. Location of Net Contents information i 4, Size(s) Retait Coniginer 5. iocaiion of tabel directions
E(] Labsi {ETTE Container 100 1 (45.4 k) On Labal
| deeed X1 On tabel accompanying prodyst
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